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PHARMACEUTICAL ASSOCIATES, INC
00 P-1243/CP1 SOLUTION; ORALACETAMINOPHEN 325 MG & 500M

HYDROCODONE BITARTRATE 

NEW DOSAGE FORM4/7/00 4/14/00 P

PHARMACEUTICAL ASSOCIATES INC.
00 P-1243/CP2 SOLUTION; ORALACETAMINOPHEN 650 MG/ 30 ML

HYDROCODONE BITARTRATE 

NEW DOSAGE FORM7/17/00 8/21/00 P

KING AND SPALDING
00 P-1270/CP1 TABLET; ORALACETAMINOPHEN 325mg and 325 

OXYCODONE HYDROCHLORIDE 

NEW STRENGTH4/25/00 5/2/00 9/9/00A

KING AND SPALDING
00 P-1271/CP1 TABLET; ORALACETAMINOPHEN 400mg per tab

OXYCODONE HYDROCHLORIDE 

NEW STRENGTH4/27/00 5/2/00 9/9/00A

PHARMACEUTICAL ASSOCIATES, INC
00 P-1291/CP1 SOLUTION; ORALACETAMINOPHEN 325MG/10ML

HYDROCODONE BITARTRATE 

NEW DOSAGE FORM5/9/00 5/12/00 P

MIKART
00 P-1324/CP1 TABLETS AND/OR CAACETAMINOPHEN 500 MG

PROPOXYPHENE NAPSYLATE 

NEW STRENGTH
NEW DOSAGE FORM

5/30/00 6/16/00 P

PHARMACEUTICAL ASSOCIATES INC
00P-1431/CP1 SOLUTION; ORALACETAMINOPHEN 650MG/30 ML

HYDROCODONE BITARTRATE 

NEW DOSAGE FORM8/1/00 8/7/00 WITHDRAWN 9/6/00W

REID PROVIDENT
83 P-0422/CP2 CAPSULEACETAMINOPHEN 356.4 MG

CAFFEINE 30 MG
DIHYDROCODEINE BITARTRATE 

NEW COMBINATION12/16/83 4/8/85A

MCNEIL
84 P-0228/CP CAPSULEACETAMINOPHEN 500 MG

CODEINE PHOSPHATE 30 MG 

NEW DOSAGE FORM
NEW STRENGTH

6/20/84 6/2/86A
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UAD LABS
84 P-0391/CP ORAL SOLUTIONACETAMINOPHEN 500 MG/15ML

HYDROCODONE BITARTRATE 5 

NEW DOSAGE FORM11/26/84 7/2/85A

APPLIED LABS
85 P-0015/CP TABLETACETAMINOPHEN 650 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH1/9/85 11/7/85D

ROXANE
85 P-0085/CP1 ORAL SOLUTIONACETAMINOPHEN 325 MG/5 ML

OXYCODONE 5 MG/5 ML

NEW DOSAGE FORM2/6/85 8/23/85A

MCNEIL
85 P-0102/CP TABLETACETAMINOPHEN 325 MG

METHOCARBAMOL 400 MG

NEW COMBINATION2/21/85 6/24/86D

KNOLL
85 P-0169/CP TABLETACETAMINOPHEN 750 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH4/10/85 11/7/85D

KNOLL
85 P-0169/PRC TABLETACETAMINOPHEN 750 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH4/10/85 3/13/87A

MIKART
85 P-0198/CP ORAL SOLUTIONACETAMINOPHEN 120 MG/5 ML

HYDROCODONE BITARTRATE 2 

NEW STRENGTH4/29/85 4/6/87W

UAD LABS
85 P-0390/CP CAPSULE OR TABLETACETAMINOPHEN 650 MG

HYDROCODONE BITARTRATE 

NEW DOSAGE FORM
NEW STRENGTH

8/2/85 3/17/87A

RUSS PHARMS
85 P-0439/CP TABLETACETAMINOPHEN 500 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH9/16/85 3/17/87A

RUSS PHARMS
85 P-0439/CP2 TABLETACETAMINOPHEN 500 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH9/16/85 3/18/87A
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RUSS PHARMS
85 P-0439/CP3 ORAL SOLUTIONACETAMINOPHEN 500 MG/15 ML

HYDROCODONE BITARTRATE 

NEW STRENGTH
NEW DOSAGE FORM

9/24/85 4/1/87A

SOFTAN
85 P-0543/CP SOFT GELATIN CAPSACETAMINOPHEN 300 MG

CODEINE PHOSPHATE 30 MG

NEW DOSAGE FORM11/26/85 3/18/86A

SOFTAN
85 P-0543/CP2 SOFT GELATIN CAPSACETAMINOPHEN 500 MG

CODEINE PHOSPHATE 7.5 OR 

NEW DOSAGE FORM
NEW STRENGTH

12/4/85 3/19/86A

SOFTAN
85 P-0543/CP3 SOFT GELATIN CAPSACETAMINOPHEN 500 MG

OXYCODONE HYDROCHLORIDE 

NEW DOSAGE FORM12/16/85 3/18/86A

BEECHAM
85 P-0576/CP TABLETACETAMINOPHEN 650 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH12/19/85 3/18/87D

SOFTAN
85 P-0581/CP SOFT GELATIN CAPSACETAMINOPHEN 500 MG

PROPOXYPHENE 

NEW STRENGTH
NEW DOSAGE FORM

12/27/85 3/18/86A

DUNHALL
86 P-0040/CP CAPSULEACETAMINOPHEN 356.4 MG

DIHYDROCODEINE BITARTRATE 

NEW COMBINATION
NEW STRENGTH

1/24/86 2/12/87D

KLEINFELD, KAPLAN & BECKER
86 P-0133/CP ORAL SOLUTIONACETAMINOPHEN 160 MG/5 ML

CODEINE PHOSPHATE 6 MG/5 

NEW STRENGTH3/21/86 5/21/86A

ROXANE
86 P-0161/CP TABLETACETAMINOPHEN 500 MG

CODEINE PHOSPHATE 15 MG,30 

NEW STRENGTH4/14/86 5/8/86A

MIKART
86 P-0200/CP CAPSULE OR TABLETACETAMINOPHEN 650 MG

CODEINE PHOSPHATE 15 MG

NEW DOSAGE FORM
NEW STRENGTH

5/2/86 10/3/86A
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A.C. ENGLE
86 P-0217/CP CAPSULEACETAMINOPHEN 357 MG

CODEINE PHOSPHATE 30 MG

NEW STRENGTH5/13/86 5/21/86W

BOCK PHARMA
86 P-0254/CP TABLETACETAMINOPHEN 325 MG

ASPIRIN 325 MG
CODEINE PHOSPHATE 30 MG

NEW COMBINATION6/9/86 8/6/86W

BOCK PHARMA
86 P-0361/CP TABLETACETAMINOPHEN 325 MG

ASPIRIN 325 MG
CODEINE PHOSPHATE 30 MG

NEW DOSAGE FORM
NEW STRENGTH

8/27/86 12/16/87A

G & W

86 P-0429/CP SUPPOSITORYACETAMINOPHEN 300 MG OR 500

CODEINE PHOSPHATE 30 MG 

NEW ROUTE OF 
ADMINISTRATION
NEW DOSAGE FORM

10/6/86 6/2/87W

TRINITY
86 P-0472/CP TABLETACETAMINOPHEN 325 MG

CARISOPRODOL 200 MG

NEW COMBINATION11/20/86 8/29/88W

FOREST PHARMS
86 P-0514/CP TABLETACETAMINOPHEN 500 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW STRENGTH12/30/86 7/15/87A

CENTRAL PHARMS
87 P-0102/CP ORAL SOLUTIONACETAMINOPHEN 360 MG/15 ML

HYDROCODONE BITARTRATE 5 

NEW STRENGTH3/24/87 4/14/87W

MY-K
87 P-0125/CP ORAL SOLUTIONACETAMINOPHEN 750 MG/5 ML

HYDROCODONE BITARTRATE 

NEW DOSAGE FORM4/6/87 4/13/87W

MIKART
87 P-0129/CP TABLETACETAMINOPHEN 325 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH4/10/87 6/8/87A

MIKART
87 P-0129/CP2 ORAL SOLUTIONACETAMINOPHEN 325 MG/15ML

HYDROCODONE BITARTRATE 

NEW STRENGTH
NEW DOSAGE FORM

4/20/87 6/8/87A

Page 4 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

LUCHEM
87 P-0170/CP TABLETACETAMINOPHEN 500 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH5/8/87 7/7/87A

KLEINFELD, KAPLAN & BECKER
87 P-0323/CP SYRUPACETAMINOPHEN 160 MG/5ML

CODEINE PHOSPHATE 6 MG/5 

NEW DOSAGE FORM
NEW STRENGTH

9/18/87 11/4/87A

FOREST PHARMS
88 P-0069/CP EXTENDED-RELEASE ACETAMINOPHEN 600 MG

CODEINE PHOSPHATE 60 MG

NEW DOSAGE FORM
NEW STRENGTH

2/25/88 WITHDRAW 4/15/94W

BIOPHARMACEUTICS
88 P-0241/CP CAPSULEACETAMINOPHEN 325 MG

CARISOPRODOL 200 MG

NEW DOSAGE FORM
NEW COMBINATION

6/23/88 11/8/88W

BIOPHARMACEUTICS
88 P-0241/CP2 TABLETACETAMINOPHEN 325 MG

CARISPRODOL 200 MG

NEW COMBINATION
NEW DOSAGE FORM

6/23/88 11/8/88W

KLEINFELD, KAPLAN & BECKER
88 P-0285/CP EXTENDED-RELEASE ACETAMINOPHEN 500 MG

CHLORPHENIRAMINE MALEATE 
PSEUDOEPHEDRINE SULFATE 

NEW COMBINATION8/1/88 6/6/94W

MORAVEC
88 P-0416/CP TABLETACETAMINOPHEN 650 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH12/6/88 3/1/89A

MALLARD
89 P-0345/CP CAPSULEACETAMINOPHEN 500 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW DOSAGE FORM8/15/89 10/27/89A

KNOLL
91 P-0004/CP1 TABLETACETAMINOPHEN 660 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH1/2/91 10/27/92A

CARNRICK
91 P-0069/CP1 CAPSULEACETAMINOPHEN 325 MG

BUTALBITAL 50 MG
CODEINE PHOSPHATE 30 MG

NEW COMBINATION2/6/91 3/15/91W
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SOFTAN
91 P-0514/CP1 TABLETACETAMINOPHEN 500 MG

CODEINE PHOSPHATE 7.5 MG

NEW STRENGTH12/31/91 6/3/92A

CARNRICK
91 P-0691/CP2 CAPSULEACETAMINOPHEN 325 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW COMBINATION3/15/91 12/10/91A

MIKART
92 P-0282/CP1 CAPSULE OR TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
HYDROCODONE BITARTRATE 5 

NEW COMBINATION
NEW DOSAGE FORM

4/7/92 11/10/93A

MIKART
92 P-0282/CP2 CAPSULE OR TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
HYDROCODONE BITARTRATE 

NEW STRENGTH
NEW DOSAGE FORM
NEW COMBINATION

4/7/92 11/10/93A

MIKART
92 P-0282/CP3 CAPSULE OR TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
HYDROCODONE BITARTRATE 

NEW COMBINATION
NEW DOSAGE FORM

4/7/92 11/10/93A

MIKART
92 P-0282/CP4 CAPSULE OR TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
HYDROCODONE BITARTRATE 

NEW COMBINATION
NEW DOSAGE FORM

4/7/92 11/10/93A

ARNOLD & PORTER
93 P-0298/CP1 TABLETACETAMINOPHEN 500 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW COMBINATION
NEW STRENGTH
NEW DOSAGE FORM

8/6/93 8/23/93 APPROVE 11/15/94A

MIKART
93 P-0314/CP1 CAPSULE OR TABLETACETAMINOPHEN 500 MG

CODEINE PHOSPHATE 45 MG

NEW STRENGTH
NEW DOSAGE FORM

1/12/83 11/10/93A

MIKART
93 P-0338/CP1 TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
CODEINE PHOSPHATE 60 MG

NEW DOSAGE FORM9/17/93 5/20/94 6/2/94W

MIKART
93 P-0346/CP1 CAPSULE OR TABLETACETAMINOPHEN 325 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW COMBINATION
NEW DOSAGE FORM

7/6/93 9/7/93 APPROVE 11/15/94A
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MIKART
93 P-0419/CP1 CAPSULE OR TABLETACETAMINOPHEN 325 MG

METHOCARBAMOL 400 MG

NEW COMBINATION
NEW DOSAGE FORM

10/6/93 11/5/93 DENY 2/15/94W

MIKART
93 P-0484/CP1 TABLETACETAMINOPHEN 712.8 MG

CAFFEINE 60 MG
DIHYDROCODEINE BITARTRATE 

NEW DOSAGE FORM
NEW STRENGTH

12/8/93 12/27/93 APPROVE 1/19/95A

WE PHARMS
94 P-0182/CP1 CHEWABLE TABLETACETAMINOPHEN 120 MG

CODEINE PHOSPHATE 12 MG

NEW DOSAGE FORM5/16/94 5/17/94 APPROVE 1/19/95A

MIKART
94 P-0210/CP1 TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
CODEINE PHOSPHATE 60 MG

NEW DOSAGE FORM6/7/94 6/13/94 APPROVE 1/19/95A

MIKART
94 P-0211/CP1 TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
CODEINE PHOSPHATE 30 MG

NEW DOSAGE FORM6/7/94 6/13/94 APPROVE 1/19/95A

MIKART
94 P-0212/CP1 TABLETACETAMINOPHEN 150 MG

ASPIRIN 180 MG
CODEINE PHOSPHATE 15 MG

NEW DOSAGE FORM6/7/94 6/13/94 APPROVE 1/19/95A

MIKART
95 P-0222/CP1 CAPSULE; ORALACETAMINOPHEN 325 MG

HYDROCODONE BITARTRATE 5 

NEW DOSAGE FORM7/20/95 7/27/95 WITHDRAWAL 8/15/95W

MIKART, INC.
95 P-0222/CP2 TABLET; ORALACETAMINOPHEN 650 MG

HYDROCODONE BITARTRATE 5 

NEW STRENGTH7/20/95 7/25/95 APPROVE 11/21/95A

MIKART
95 P-0278/CP1 CAPSULE; ORALACETAMINOPHEN 325 MG

HYDROCODONE BITARTRATE 5 

NEW STRENGTH8/18/1905 8/23/95 APPROVE 5/28/96A

MIKART, INC.
96 P-0208/CP1 LIQUID; ORALACETAMINOPHEN 325 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW DOSAGE FORM6/20/96 6/26/96 APPROVED 10/10/96A
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KING AND SPALDING
96 P-0398/CP1 TABLET; ORALACETAMINOPHEN 750 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH10/16/96 10/25/96 APPROVE 3/20/97A

LACHMAN CONSULTANTS

97 P-0346/CP1 TABLET; ORALACETAMINOPHEN 400 MG

HYDROCODONE BITARTRATE 5 

NEW STRENGTH 
(APAP)
NEW STRENGTH (HCB)

8/15/97 8/21/97 APPROVE 10/7/97A

LACHMAN CONSULTANTS
97 P-0347/CP1 TABLET; ORALACETAMINOPHEN 325 MG;

OXYCODONE HYDROCHLORIDE 

NEW STRENGTH8/15/97 8/22/97 APPROVE 5/26/98A

ENDO PHARMACEUTICALS
98 P-0105/CP1 TABLET; ORALACETAMINOPHEN 500 MG;7.5 MG,

OXYCODONE HYDROCHLORIDE 

NEW STRENGTH2/17/98 2/23/98 APPROVE 11/6/98A

KING AND SPALDING
98 P-1219/CP1 TABLET; ORALACETAMINOPHEN 325 MG ; 325 M

OXYCODONE HYDROCHLORIDE 
OXYCODONE TEREPHTHALATE 

NEW COMBINATION12/21/98 1/4/99 Approve 9/16/99A

MIKART INC.
99 P-1657/CP1 TABLET; ORAL, CAPSACETAMINOPHEN 650 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW DOSAGE FORM
NEW STRENGTH

5/28/99 4/4/99 Approve 4/14/00A

MIKART INC.
99 P-2149/CP1 TABLET; ORAL, CAPSACETAMINOPHEN 500 MG

BUTALBITAL 50 MG
CAFFEINE 20 MG

NEW DOSAGE FORM
NEW STRENGTH

7/2/99 DENY 4/14/00D

MIKART INC.
99 P-2150/CP1 TABLET; ORAL, CAPSACETAMINOPHEN 750 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW DOSAGE FORM
NEW STRENGTH

7/2/99 6/25/00 APPROVE 4/14/00A

MIKART INC.
99 P-2247/CP1 TABLET; ORAL, CAPSACETAMINOPHEN 325 MG

PROPOXYPHENE NAPSYLATE 

NEW DOSAGE FORM
NEW STRENGTH

7/8/99 Approve 4/18/00A

KING AND SPALDING
99 P-2776/CP1 LIQUID; ORALACETAMINOPHEN 500 MG/15 ML

OXYCODONE HYDROCHLORIDE 

NEW DOSAGE FORM8/12/99 8/19/99 6/13/00D
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KING AND SPALDING
99 P-2798/CP1 TABLET; ORALACETAMINOPHEN 500 mg

OXYCODONE HYDROCHLORIDE 

NEW STRENGTH8/16/99 8/23/99 6/13/00A

PHARMACEUTICAL ASSOCIATES, INC
99 P-4107/CP1 LIQUID; ORALACETAMINOPHEN 400 MG;400 MG

HYDROCODONE BITARTRATE 
PER 15 ML

NEW DOSAGE FORM9/17/99 9/24/99 P

MIKART INC.
99 P-4649/CP1 TABLET/CAPSULES; ACETAMINOPHEN 50 MG

PROPOXYPHENE NAPSYLATE 

NEW DOSAGE FORM
NEW STRENGTH

10/27/99 11/9/99 P

BOCK PHARMA
85 P-0274/CP TABLETACETAMINOPHEN/ASPIRIN 400 M

ALUMINUM HYDROXIDE 60 MG
CODEINE PHOSPHATE 30 MG

NEW COMBINATION6/5/85 11/29/85W

PIONEER PHARMS
89 P-0434/CP SUSTAINED-RELEASEACETAZOLAMIDE 500 MG NOT PETITIONABLE10/13/89 10/24/89W

DEY
88 P-0237/CP ORAL SOLUTIONACETYLCYSTEINE 20% NEW STRENGTH

TOTAL DRUG 
CONTENT

6/21/88 11/29/88A

NOVOPHARM
93 P-0339/CP1 TABLETACYCLOVIR 200 MG NEW DOSAGE FORM9/20/93 11/5/93 APPROVE 2/8/94A

APOTEX USA, INC.
95 P-0001/CP1 TABLETSACYCLOVIR 200 MG NEW DOSAGE FORM1/6/95 1/11/95 WITHDRAW 8/7/95W

PITNEY, HARDIN, KIPP & SZUCH
96 P-0307/CP1 CREAM; TOPICALACYCLOVIR 5% NEW DOSAGE FORM8/13/96 9/9/96 APPROVE 2/7/97A

THE WEINBERG GROUP INC
99 P-5452/CP1 TABLET; ORALLY DISIACYCLOVIR 200 MG NEW DOSAGE FORM12/20/99 6/13/00A
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THE WEINBERG GROUP INC.
99 P-5453/CP1 TABLET;ORALLY DISIACYCLOVIR 400MG & 800 MG NEW DOSAGE FORM12/20/99 6/13/00A

BULL
92 P-0468/CP1 INJECTIONACYCLOVIR SODIUM 50 MG/ML, 1 NEW DOSAGE FORM11/19/92 9/1/93A

FAULDING
93 P-0469/CP1 INJECTIONACYCLOVIR SODIUM 25 MG/ML, 2 NEW DOSAGE FORM

NEW STRENGTH
12/9/93 12/10/93 APPROVE 6/9/94A

WILMER, CUTLER, PICKERING
95 P-0268/CP1 READY TO USE INFUSACYCLOVIR SODIUM 5 MG/ML NEW DOSAGE FORM

NEW STRENGTH
8/14/95 8/23/95 APPROVE 2/27/96A

ABBOTT LABORATORIES
96 P-0284/CP1 INJECTABLE; INJECTIACYCLOVIR SODIUM FOR INJECT NEW STRENGTH

TOTAL DRUG 
CONTENT

8/13/96 8/15/96 APPROVED 10/10/96A

DELPHI
92 P-0140/CP1 METERED DOSE INHAALBUTEROL 45 MCG NEW STRENGTH3/17/92 5/5/92W

MCDERMOTT, WILL AND EMERY
00 P-0913/CP1 SOLUTION; INHALATIALBUTEROL SULFATE 0.0417% NEW STRENGTH3/3/00 3/10/00 APPROVE 6/13/00A

RIKER
87 P-0334/CP AEROSOLALBUTEROL SULFATE NEW STRENGTH10/1/87 12/1/87W

PARTICLE DYNAMICS
89 P-0207/CP EXTENDED-RELEASE ALBUTEROL SULFATE 4 MG NEW DOSAGE FORM6/19/89 12/13/91D

BIOCRAFT
89 P-0447/CP ORAL SOLUTIONALBUTEROL SULFATE 2 MG/5 ML NEW DOSAGE FORM10/19/89 3/15/90A
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NEPHRON
90 P-0262/CP1 INHALTION SOLUTIOALBUTEROL SULFATE 0.063% NEW STRENGTH8/22/90 1/28/91W

NEPHRON
90 P-0262/CP2 INHALATION SOLUTIOALBUTEROL SULFATE 0.0417% NEW STRENGTH8/22/90 1/28/91W

NEPHRON
90 P-0262/CP3 INHALATION SOLUTIOALBUTEROL SULFATE 0.05% NEW STRENGTH8/22/90 1/28/91W

NEPHRON
90 P-0262/CP4 INHALATION SOLUTIOALBUTEROL SULFATE 0.083% NEW STRENGTH8/22/90 7/21/92W

KROSS
90 P-0290/CP1 INHALATION SOLUTIOALBUTEROL SULFATE 1 MG/ML NEW STRENGTH8/29/90 1/23/91W

BAKER CUMMINS
90 P-0341/CP1 EXTENDED-RELEASE ALBUTEROL SULFATE 4 MG NEW DOSAGE FORM10/12/90 11/16/90W

HAMER
91 P-0348/CP1 CAPSULE; ETENDED-ALBUTEROL SULFATE 4 MG NEW DOSAGE FORM8/27/91 3/17/92A

DEY
92 P-0049/CP1 INHALATION SOLUTIOALBUTEROL SULFATE 0.0415% NEW STRENGTH1/29/92 5/27/92W

HAMER
92 P-0215/CP1 EXTENDED-RELEASE ALBUTEROL SULFATE 4 MG/5 ML NEW DOSAGE FORM5/12/92 9/22/92W

WE PHARMS
92 P-0335/CP1 CHEWABLE TABLETALBUTEROL SULFATE 2 MG, AND

4 MG

NEW DOSAGE FORM8/20/92 1/7/93 APPROVE 1/19/95A
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ARMSTRONG PHARM.
93 P-0207/CP1 METERED DOSE INHAALBUTEROL SULFATE 200 MCG NEW DEVICE6/15/93 8/31/93W

RICHARD A. HAMER ASS., INC.

97 P-0387/CP1 TABLET; SUBLINGUALALBUTEROL SULFATE 2 MG & 4 M NEW ROUTE OF 
ADMINSTRATION

9/11/97 9/22/97 APPROVE 5/26/98A

BURROUGHS WELLCOME
89 P-0103/CP FOR INJECTIONALLOPURINOL SODIUM 500 MG NEW DOSAGE FORM

NEW INGREDIENT
NEW ROUTE OF 
ADMINISTRATION

3/20/89 7/14/89D

ROXANE
92 P-0050/CP1 ORAL SOLUTIONALPRAZOLAM 1 MG/ML NEW DOSAGE FORM1/28/92 12/15/92A

ROXANE
92 P-0050/CP2 ORAL SOLUTIONALPRAZOLAM 0.5 MG/5 ML NEW DOSAGE FORM1/28/92 12/15/92A

BAXTER HEALTHCARE CORP
00P-1470/CP1 INJECTIONAMINO ACIDS 10% 1000mL & 2000 NEW STRENGTH

(TOTAL DRUG 
CONTENT

8/23/00 9/8/00 APPROVE 1/11/01A

JAMES E. MURRAY
85 P-0064/CP INJECTIONAMINOCAPROIC ACID 500 MG/ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/6/85 5/29/85D

ABBOTT
85 P-0308/CP INJECTIONAMINOCAPROIC ACID 500 MG/ML NEW STRENGTH

NEW CONCENTRATION
6/26/85 2/12/86A

ABBOTT
85 P-0308/CP2 INJECTIONAMINOCAPROIC ACID 250 MG/ML NEW STRENGTH

TOTAL DRUG 
CONTENT

6/26/85 4/22/87W
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JAMES E. MURRAY
85 P-0066/CP INJECTIONAMINOPHYLLINE 10 MG/ML OR 50 NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/3/85D

ABBOTT
85 P-0459/CP INJECTIONAMINOPHYLLINE 10 MG OR 50 MG NEW STRENGTH

NEW CONCENTRATION
9/23/85 2/12/86A

LYPHOMED
87 P-0103/CP INJECTIONAMINOPHYLLINE 10 MG/ML, 10 ML NEW STRENGTH

NEW CONCENTRATION
TOTAL DRUG 
CONTENT

3/24/87 7/7/87A

ROWELL
84 P-0425/CP SUPPOSITORYAMINOSALICYLIC ACID 500 MG NEW INGREDIENT12/18/84 6/5/86D

JACOBUS
92 P-0356/CP1 ENTERIC-COATED GRAMINOSALICYLIC ACID 4 G/PACK NEW DOSAGE FORM

NEW STRENGTH
9/11/92 3/3/93A

OLSON FRANK AND WEEDA
99 P-0343/CP1 TABLET; ORALAMIODARONE 400 MG NEW STRENGTH3/1/99 3/7/99 APPROVE 7/21/99A

THE WEINBERG GROUP INC.
99 P-5450/CP1 TABLET; ORALLY DISIAMOXICILLIN 125MG,250MG,200M

400MG,500MG,875MG

NEW DOSAGE FORM12/20/99 6/13/00A

MCNEIL
85 P-0071/CP TABLETASPIRIN 325 MG

CHLORZOXAZONE 250 MG

NEW COMBINATION2/7/85 9/3/85D

SANDOZ
85 P-0101/CP CAPSULEASPIRIN 325 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW COMBINATION2/21/85 9/11/85D

CENTRAL PHARMS
85 P-0455/CP TABLETASPIRIN 325 MG

CAFFEINE 30 MG
HYDROCODONE BITARTRATE 5 

NEW COMBINATION
NEW STRENGTH
NEW DOSAGE FORM

9/24/85 6/8/87D
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MASON PHARMS
86 P-0243/CP TABLETASPIRIN 224 MG

CAFFEINE 32 MG
HYDROCODONE BITARTRATE 5 

NEW COMBINATION
NEW STRENGTH
NEW DOSAGE FORM

5/30/86 6/12/87D

MASON PHARMS
86 P-0243/CP2 TABLETASPIRIN 356.4 MG

CAFFEINE 30 MG
HYDROCODONE BITARTRATE 5 

NEW COMBINATION
NEW DOSAGE FORM

10/27/86 6/16/87D

CENTRAL PHARMS
86 P-0359/CP TABLETASPIRIN 356.4MG

CAFFEINE 30 MG
DIHYDROCODEINE BITARTRATE 

NEW DOSAGE FORM8/26/86 9/29/86A

ANABOLIC
87 P-0376/CP TABLETASPIRIN 650 MG

HYDROCODONE BITARTRATE 5 

NEW STRENGTH11/9/87 2/12/88A

ANABOLIC
87 P-0376/CP2 TABLETASPIRIN 325 MG

HYDROCODONE BITARTRATE 5 

NEW STRENGTH11/9/87 2/12/88A

KING AND SPALDING
89 P-0365/CP CONTROLLED-RELEAASPIRIN 750 MG NEW STRENGTH8/28/89 9/22/89W

MASON PHARMS
90 P-0050/CP TABLETASPIRIN 650 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH2/1/90 6/1/90A

SAVAGE LABS
96 P-0021/CP1 CAPSULESASPIRIN 650 MG

BUTALBITAL 50 MG

NEW DOSAGE FORM1/25/96 2/1/96 APPROVE 4/19/96A

MAYRAND
86 P-0182/CP TABLETASPIRIN (BUFFERED) 650 MG

BUTALBITAL 50 MG
CAFFEINE 40 MG

NEW COMBINATION4/22/86 8/13/87W

KING AND SPALDING
87 P-0100/CP1 TABLETASPIRIN; 500 MG

HYDROCODONE BITARTRATE 

NEW STRENGTH3/23/87 APPROVE 4/24/87A

Page 14 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

ABBOTT
95 P-0372/CP1 INJECTIONATACURIUM BESYLATE 0.5 MG/M

1 MG/ML

NEW STRENGTH
NEW CONCENTRATION

11/14/95 11/20/95 APPROVE 3/8/96A

STUART
86 P-0156/CP CAPSULEATENOLOL 50 OR 100 MG

HYDROCHLOROTHIAZIDE 25 MG
TRIAMTERENE 50 MG

NEW COMBINATION4/14/86 7/3/86W

ICI
89 P-0060/CP TABLETATENOLOL 25 MG NEW STRENGTH2/16/89 6/5/89W

FUJISAWA
93 P-0093/CP1 INJECTIONATRACURIUM BESYLATE 100 MG/ NEW STRENGTH

TOTAL DRUG 
CONTENT

3/2/93 5/25/93W

ABBOTT
94 P-0314/CP1 INJECTIONATRACURIUM BESYLATE 10 MG/ NEW STRENGTH

TOTAL DRUG 
CONTENT

8/24/94 9/10/94 APPROVE 5/2/95A

SKF
85 P-0492/CP EXTENDED-RELEASE AZATADINE MALEATE 1 MG

PHENYLPROPANOLAMINE 

NEW DOSAGE FORM
NEW COMBINATION

10/16/85 1/28/86A

BOCK PHARMACEUTICAL COMPANY
95 P-0351/CP1 TABLET; ORALAZATADINE MALEATE 1 MG

PHENYLEPHRINE 

NEW COMBINATION10/30/95 11/3/95 3/23/00W

HAMER
93 P-0432/CP1 INHALATION - DRY POBECLOMETHASONE DIPROPIONA NEW DOSAGE FORM11/9/93 11/9/93 DENY 1/31/94W

RIM CONSULTING
85 P-0423/CP SYRUPBENZTROPINE MESYLATE 0.5 MG NEW DOSAGE FORM9/4/85 10/16/85A
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ORTHO
85 P-0271/CP CREAMBETAMETHASONE DIPROPIONAT

MICONAZOLE NITRATE 2%

NEW COMBINATION6/4/85 4/18/86D

MARK W. LOTZ
85 P-0063/CP4 INJECTIONBRETLYIUM TOSYLATE 10 MG/ML NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/29/85D

MARK W. LOTZ
85 P-0063/CP INJECTIONBRETYLIUM TOSYLATE 2 MG/ML NEW STRENGTH

NEW CONCENTRATION
2/6/88 5/29/85D

MARK W. LOTZ
85 P-0063/CP2 INJECTIONBRETYLIUM TOSYLATE 4 MG/ML NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/29/85D

MARK W. LOTZ
85 P-0063/CP3 INJECTIONBRETYLIUM TOSYLATE 8 MG/ML NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/29/85D

ABBOTT
85 P-0458/CP1 INJECTIONBRETYLIUM TOSYLATE 2 MG/ML NEW STRENGTH

NEW CONCENTRATION
9/23/85 1/17/86W

ABBOTT
85 P-0458/CP2 INJECTIONBRETYLIUM TOSYLATE 4 MG/ML NEW STRENGTH

NEW CONCENTRATION
9/23/85 1/17/86W

ABBOTT
85 P-0458/CP3 INJECTIONBRETYLIUM TOSYLATE 8 MG/ML NEW STRENGTH

NEW CONCENTRATION
9/23/85 1/17/86W

ABBOTT
85 P-0458/CP4 INJECTIONBRETYLIUM TOSYLATE 10 MG/ML NEW STRENGTH

NEW CONCENTRATION
9/23/85 1/17/86W

INTL MEDICATION
85 P-0546/CP INJECTIONBRETYLIUM TOSYLATE 200 MG/M NEW STRENGTH

NEW CONCENTRATION
12/2/85 1/20/87A
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LYPHOMED
86 P-0157/CP INJECTIONBRETYLIUM TOSYLATE 100 MG/M NEW STRENGTH

TOTAL DRUG 
CONTENT

4/10/86 5/8/86A

ABBOTT
86 P-0247 INJECTIONBRETYLIUM TOSYLATE 10 MG/ML

DEXTROSE 5%, 50 ML

NEW STRENGTH
NEW CONCENTRATION

6/6/86 1/30/87W

LYPHOMED
87 P-0065/CP INJECTIONBRETYLIUM TOSYLATE 10 MG/ML

DEXTROSE 5%, 50 ML

NEW STRENGTH
NEW CONCENTRATION

2/26/87 4/27/87A

LYPHOMED
87 P-0065/CP2 INJECTIONBRETYLIUM TOSYLATE 10 MG/ML

DEXTROSE 5%

NEW STRENGTH
NEW CONCENTRATION

3/5/87 4/3/87W

LYPHOMED
87 P-0128/CP INJECTIONBRETYLIUM TOSYLATE 10 MG/ML

DEXTROSE 5%, 100 ML

NEW STRENGTH
TOTAL DRUG 
CONTENT

4/10/87 7/22/87A

ASTRA
87 P-0228/CP INJECTIONBRETYLIUM TOSYLATE 200 MG/M NEW STRENGTH

NEW CONCENTRATION
6/30/87 10/6/87A

MIKART
85 P-0255/CP SYRUP; ORAL SOLUTIBROMDIPHENHYDRAMINE HYDR

HYDROCODONE BITARTRATE 

NEW COMBINATION5/23/85 5/11/88D

UAD LABS
85 P-0095/CP EXTENDED-RELEASE BROMPHENIRAMINE MALEATE 12

PSEUDOEPHEDRINE 

NEW COMBINATION
NEW DOSAGE FORM

2/13/85 12/13/85A

DURA PHARMS
85 P-0148/CP EXTENDED-RELEASE BROMPHENIRAMINE MALEATE 6 

PHENYLPROPANOLAMINE 

NEW COMBINATION
NEW DOSAGE FORM

4/4/89 12/4/85W
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MIKART
85 P-0237/CP SYRUPBROMPHENIRAMINE MALEATE 2 

HYDROCODONE BITARTRATE 
PHENYLPROPANOLAMINE 

NEW COMBINATION5/17/85 5/11/88D

ALZA
86 P-0223/CP CONTROLLED-RELEABROMPHENIRAMINE MALEATE 16

PSEUDOEPHEDRINE 

NEW STRENGTH
NEW DOSAGE FORM

5/16/86 8/7/87W

ALZA
87 P-0036/CP CONTROLLED-RELEABROMPHENIRAMINE MALEATE 8 

PSEUDOEPHEDRINE 

NEW STRENGTH
NEW COMBINATION

2/3/87 8/7/87W

ABBOTT
88 P-0238/CP INJECTIONBUPIVACAINE HYDROCHLORIDE NEW STRENGTH

NEW CONCENTRATON
6/21/88 7/18/88W

ABBOTT
88 P-0239/CP INJECTIONBUPIVACAINE HYDROCHLORIDE NEW STRENGTH

NEW CONCENTRATION
6/21/88 7/18/88W

LYPHOMED
88 P-0009/CP INJECTIONBUPRENORPHINE HYDROCHLORI NEW STRENGTH

TOTAL DRUG 
CONTENT

1/12/88 2/11/88W

FRANKEL
89 P-0053/CP SUBLINQUAL TABLETBUPRENORPHINE HYDROCHLORI NEW STRENGTH

NEW ROUTE OF 
ADMINISTRATION

2/13/89 3/2/89W

LACHMAN CONSULTING SERVICES
98 P-0967/CP1 TABLET; ORALBUSPIRONE HYDROCHLORIDE 7. NEW STRENGTH10/29/98 11/16/98 APPROVE 2/1/99A

MIKART
95 P-0229/CP1 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 325 MG
CAFFEINE 40 MG

NEW STRENGTH
NEW COMBINATION

7/24/95 8/4/95 WITHDRAWAL 8/15/95W
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MIKART
95 P-0243/CP1 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 500 MG
CAFFEINE 40 MG

NEW STRENGTH
NEW COMBINATION

7/31/95 8/7/95 WITHDRAWAL 8/15/95W

MIKART
95 P-0243/CP2 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 500 MG
CAFFEINE 40 MG

NEW STRENGTH
NEW COMBINATION

7/31/95 8/7/95 WITHDRAWAL 8/15/95W

MIKART
95 P-0279/CP1 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 325 MG
CAFFEINE 40 MG

NEW COMBINATION
NEW DOSAGE FORM
NEW STRENGTH

8/18/95 8/25/95 APPROVE 3/8/96A

MIKART
95 P-0279/CP2 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 325 MG
CAFFEINE 40 MG

NEW COMBINATION
NEW DOSAGE FORM
NEW STRENGTH

8/18/95 8/25/95 APPROVE 3/8/96A

MIKART
95 P-0279/CP3 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 500 MG
CAFFEINE 40 MG

NEW COMBINATION
NEW DOSAGE FORM
NEW STRENGTH

8/18/95 8/25/95 APPROVE 3/8/96A

MIKART
95 P-0279/CP4 CAPSULES AND TABLBUTALBITAL 50 MG

ACETAMINOPHEN 500 MG
CAFFEINE 40 MG

NEW COMBINATION
NEW DOSAGE FORM
NEW STRENGTH

8/18/95 8/25/95 APPROVE 3/8/96A

SANDOZ
85 P-0433/CP TABLETCAFFEINE 100 MG

ERGOTAMINE TARTRATE 1 MG
PENTOBARBITAL SODIUM 30 MG

NEW COMBINATION9/10/85 11/8/85D

SANDOZ
85 P-0433/CP2 SUPPOSITORYCAFFEINE 200 MG

ERGOTAMINE TARTRATE 2 MG
PENTOBARBITAL SODIUM 60 MG

NEW COMBINATION
NEW STRENGTH

9/10/85 11/8/85D

FERRING INC.
95 P-0080/CP1 INJECTIONCALCITONIN, SALMON 100 I.U./ML NEW STRENGTH

TOTAL DRUG 
CONTENT

3/22/95 3/29/95 APPROVE 8/7/95A

Page 19 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

FERRING PHARMACEUTICALS
00 P-1213/CP1 INJECTIONCALCITONIN-SALMON 100 IU/ML-1 NEW STRENGTH

NEW CONCENTRATION
NEW TOTAL DRUG 
CONTENT

3/23/00 4/4/00 APPROVE 6/13/00A

GENSIA SICOR
00P-1352/CP1 INJECTIONCAMIODARONE HYDROCHLORID CHANGE IN STRENGTH6/20/00 APPROVE 1/16/01A

ROXANE
94 P-0228/CP1 ORAL SOLUTIONCAPTOPRIL 50 MG/ML NEW DOSAGE FORM6/21/94 6/21/94 WITHDRAW 2/14/95W

ROXANE LABS, INC.
95 P-0008/CP1 ORAL SOLUTIONCAPTOPRIL 25 MG/ML NEW DOSAGE FORM

NEW STRENGTH
1/13/95 1/18/95 APPROVE 8/7/95A

MIRAN CONSULTING, INC.
98 P-0199/CP1 SOLUTION; ORALCAPTOPRIL 25 MG/5 ML NEW DOSAGE FORM3/31/98 4/6/98 APPROVE 11/30/98A

TARO RESEARCH INSTITUTE LTD.
01P-0028/CP1 TABLET; CHEWABLECARBAMAZEPINE 200 MG NEW STRENGTH1/12/01 1/24/01 P

GUIDELINES
89 P-0399/CP ORAL SUSPENSIONCARBAMAZEPINE 200 MG/5 ML NEW DOSAGE FORM9/20/89 5/16/91A

ATHENA NEUROSCIENCES, INC.
95 P-0100/CP1 POWDER FOR ORAL CARBIDOPA/LEVODOPA 25/100 M

25/250 MG

NEW DOSAGE FORM4/17/95 4/20/95 APPROVE 5/28/96A

BOCK PHARMACEUTICAL
95 P-0355/CP SYRUP; ORALCARBINOXAMINE MALEATE 4 MG/

DEXTROMETHORPHAN 

NEW COMBINATION
TOTAL DRUG 
CONTENT

10/30/95 10/30/95 DENY 3/18/96W
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VENABLE
01P-0036/CP1 INJECTIONCARBOPLATIN 50 MG/5 ML ;10MG/

150 MG/15 ML;10MG/ML
450 MG/45 ML;10MG/ML

NEW DOSAGE FORM1/23/01 1/30/01 P

BULL
92 P-0467/CP1 INJECTIONCARBOPLATIN 10 MG/ML-5,15,&45 NEW DOSAGE FORM11/19/92 5/20/93A

QUAD
88 P-0410/CP INJECTIONCARMUSTINE, STERILE 200 MG/VI NEW STRENGTH

TOTAL DRUG 
CONTENT

12/1/88 2/13/89A

THE WEINBERG GROUP INC.
00P-1397/CP1 TABLET; CHEWABLECEFACLOR 500 MG NEW DOSAGE FORM7/6/00 2/1/00 P

DURA PHARMACEUTICALS

96 P-0106/CP1 TABLET, CHEWABLECEFACLOR 125 MG, 187 MG,

250 MG, 375 MG

CHANGE IN DOSAGE 
FORM

3/27/96 4/8/96 WITHDRAW 8/20/96W

THE WEINBERG GROUP INC.
99 P-5447/CP1 TABLET; CHEWABLE;CEFACLOR 125 MG, 187 MG

250 MG, 375 MG

NEW DOSAGE FORM12/20/99 6/13/00A

THE WEINBERG GROUP INC.
99 P-5448/CP1 TABLET; ORALLY DISICEFACLOR 125 MG, 375 MG

375 MG, 500 MG

NEW DOSAGE FORM12/20/99 6/13/00A

THE WEINBERG GROUP INC.
99 P-5449/CP1 TABLET; ORALLY DISICEFADROXIL HEMIHYDRATE 125 NEW DOSAGE FORM12/20/99 6/13/00A

LYPHOMED
86 P-0048/CP INJECTIONCEFAZOLIN SODIUM 20 G NEW STRENGTH

TOTAL DRUG 
CONTENT

1/30/86 2/26/86W
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QUINN CONSULTING SERVICES
99 P-4870/CP1 FOR INJECTIONCEFAZOLIN SODIUM, STERILE 10 NEW STRENGTH11/9/99 P

FUJISAWA
93 P-0137/CP1 FOR INJECTIONCEFTOXAIME SODIUM 20 G NEW STRENGTH4/5/93 5/25/93W

QUINN CONSULTING SERVICES
99 P-4871/CP1 FOR INJECTIONCEFUROXIME SODIUM, STERILE NEW STRENGTH11/9/99 P

THE WEINBERG GROUP INC
99 P-5451/CP1 TABLET;ORALLY DISICEPHALEXIN 125MG,250MG,500M NEW DOSAGE FORM12/20/99 6/13/00A

PARKE DAVIS
84 P-0417/CP TOPICAL SOLUTIONCHLORHEXIDINE GLUCONATE 1.5 NEW STRENGTH12/6/84 9/18/85A

BARROWS
86 P-0433/CP SPONGECHLORHEXIDINE GLUCONATE 2% NEW STRENGTH10/23/86 11/20/86W

ARENT, FOX, ET. AL
88 P-0036/CP SPRAYCHLORHEXIDINE GLUCONATE 0.5 NEW DOSAGE FORM1/29/88 8/19/88A

BRIAN
88 P-0295/CP TOWLETTE; TOPICALCHLORHEXIDINE GLUCONATE 4% NEW STRENGTH8/8/88 11/3/88A

BRIAN
89 P-0001/CP LOTIONCHLORHEXIDINE GLUCONATE NEW DOSAGE FORM1/3/89 2/15/89W

LARKEN
89 P-0119/CP TOPICAL SOLUTIONCHLORHEXIDINE GLUCONATE 1.5 NOT PETITIONABLE4/4/89 4/18/89A

Page 22 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

RICHARD A HAMER ASSOCIATES
96 P-0134/CP1 SOLUTION; TOPICAL CHLORHEXIDINE GLUCONATE 4% NEW DOSAGE FORM4/24/96 WITHDRAW 5/24/96W

RICHARD HAMER ASSOCIATES, INC.
96 P-0231/C1 SOLUTION; TOPICALCHLORHEXIDINE GLUCONATE 0.5 NEW DOSAGE FORM7/2/96 7/9/96 DENY 3/26/97D

BECTON DICKINSON

96 P-0234/CP1 TOPICAL, SPONGECHLORHEXIDINE GLUCONATE 2% CHANGE IN DOSAGE 
FORM

7/3/96 7/10/96 DEFER 11/26/96W

DURA PHARMS
85 P-0149/CP EXTENDED-RELEASE CHLORPHENIRAMINE MALEATE 1

PHENLYPROPANOLAMINE 

NEW STRENGTH4/4/85 12/13/85A

ALZA
86 P-0424/CP CONTROLLED-RELEACHLORPHENIRAMINE MALEATE 8 NEW DOSAGE FORM

NEW STRENGTH
10/16/86 8/7/87W

SANDOZ
87 P-0165/CP CONTROLLED-RELEACHLORPHENIRAMINE MALEATE 1

PSEUDOEPHEDRINE  

NEW DOSAGE FORM5/5/87 5/19/87A

ARTHUR A. CHECCHI
91 P-0126/CP1 EXTENDED-RELEASE CHLORPHENIRAMINE MALEATE 1

PHENYLPROPANOLAMINE 

NEW DOSAGE FORM3/28/91 4/29/91W

UDL
92 P-0284/CP1 ORAL SOLUTIONCHLORPROMAZINE HYDROCHLO NEW STRENGTH7/9/92 1/7/93A

MIKART
82 N-0032/CP6 CAPSULECHLORZOXAZONE 500 MG NEW DOSAGE FORM9/17/87 1/13/88A

SCIENTIFIC CONSULTING
87 P-0298/CP TABLETCHLORZOXAZONE 500 MG NEW STRENGTH8/28/87 10/14/87W
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MIKART
90 P-0084/CP1 CAPSULECHLORZOXAZONE 250 MG NEW DOSAGE FORM2/27/90 5/24/90A

MIKART
91 P-0153/CP1 TABLETCHLORZOXAZONE 750 MG NEW STRENGTH4/16/91 6/3/92A

PHARMACAPS
84 P-0161/CP CAPSULECHOLECALCIFEROL 1.25 MG NEW INGREDIENT5/3/84 2/13/86D

PARKE DAVIS
86 P-0123/CP CHEWABLE TABLETCHOLESTYRAMINE 4 GM NEW DOSAGE FORM3/12/86 6/20/86A

BRISTOL MYERS
86 P-0474/CP CAPSULECHOLESTYRAMINE 500 MG NEW DOSAGE FORM

NEW STRENGTH
11/21/86 1/30/87A

BRISTOL MYERS
86 P-0475/CP TABLETCHOLESTYRAMINE 800 MG NEW DOSAGE FORM

NEW STRENGTH
11/21/86 1/30/87A

MAYRAND PHARMACEUTICALS, INC
95 P-0277/CP1 TABLET; ORAL (CHECHOLESTYRAMINE 2 G NEW DOSAGE FORM

NEW STRENGTH
8/18/95 8/25/95 APPROVE 2/27/96A

PITNEY,HARDIN,KIPP,& SZUCH
98 P-0059/CP1 POWDERCHOLESTYRAMINE 6 G NEW STRENGTH1/29/98 1/6/98 APPROVE 5/26/98A

CIBA
87 P-0301/CP GELCHOLESTYRAMINE RESIN 4 G NEW DOSAGE FORM9/1/87 11/4/87A

BRISTOL MYERS
87 P-0324/CP TABLETCHOLESTYRAMINE RESIN 1 G NEW DOSAGE FORM

NEW STRENGTH
9/18/87 12/8/87A
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SYNCOM
90 P-0215/CP SEMI-SOLIDCHOLESTYRAMINE RESIN NEW DOSAGE FORM6/19/90 10/9/90W

PURDUE FREDERICK
85 P-0142/CP TABLETCHOLINE MAGNESIUM TRISALICY

CODEINE PHOSPHATE 30 MG 

NEW COMBINATION4/2/85 7/21/86D

FLEMINGTON
93 P-0048/CP1 EFFERVESCENT TABCIMETIDINE 200,300,400 OR 800M NEW DOSAGE FORM2/3/93 9/18/93A

FLEMINGTON PHARMACEUTICAL CORP
96 P-0008/CP1 EFFERVESCENT TABCIMETIDINE 100 MG NEW DOSAGE FORM1/16/96 1/19/96 DENY 3/26/97D

AAC CONSULTING GROUP, INC.
96 P-0182/CP1 TABLET, ORALCIMETIDINE 200 MG NEW STRENGTH6/5/96 3/13/97 WITHDRAW 3/20/77W

ABBOTT
92 P-0337/CP1 INJECTIONCIMETIDINE HYDROCHLORIDE 90

SODIUM CHLORIDE 250 ML, 500 

NEW STRENGTH
TOTAL DRUG 
CONTENT

8/24/92 10/26/92A

BEN VENUE
86 P-0395/CP FOR INJECTIONCISPLATIN 100 MG NEW STRENGTH

TOTAL DRUG 
CONTENT

9/22/86 12/8/86A

TRAVENOL
87 P-0130/CP INJECTIONCISPLATIN 100mg/100mL(1mg/mL)

500mg/500mL(1mg/mL)

NEW DOSAGE FORM
NEW STRENGTH
TOTAL DRUG 
CONTENT

4/10/87 10/6/87A

LYPHOMED
87 P-0291/CP FOR INJECTIONCISPLATIN 20 MG NEW STRENGTH8/25/87 11/3/87A
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BULL
87 P-0421/CP INJECTIONCISPLATIN 10mg/10mL (1mg/mL)

50mg/50mL (1mg/mL)
100mg/100mL (1mg/mL)

NEW DOSAGE FORM
NEW STRENGTH
TOAL DRUG CONTENT

12/30/87 2/29/88A

LYPHOMED
88 P-0010/CP INJECTIONCISPLATIN 20mg/20mL (1mg/mL) NEW DOSAGE FORM

NEW STRENGTH
TOTAL DRUG 
CONTENT

1/12/88 4/1/88A

PHARMACHEMIE
88 P-0079/CP INJECTIONCISPLATIN 0.5 MG/ML, 100 ML NEW STRENGTH

CONCENTRATION
3/1/88 3/28/88W

PHARMACHEMIE
88 P-0079/CP2 INJECTIONCISPLATIN 0.5 MG/ML, 20 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

3/1/88 3/22/88W

FUJISAWA
93 P-0084/CP1 INJECTIONCISPLATIN 200mg/200mL (1mg/mL) NEW STRENGTH

TOTAL DRUG 
CONTENT

2/26/93 11/10/93A

LIPOMED
00P-1621/CP1 INJECTIONCLADRIBINE 2 mg/mL NEW STRENGTH

(CONCENTRATION)
11/15/00 11/21/00 P

GENSIA SICOR PHARMACEUTICALS
98 P-0634/CP1 INJECTIONCLADRIBINE 1MG/ML, 8 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

7/29/98 8/4/98 APPROVE 12/3/98A

SANDOZ
87 P-0278/CP TABLETCLEMASTINE FUMARATE 2.68 MG

PHENYLPROPANOLAMINE 

NEW STRENGTH8/17/87 10/21/87W

SANDOZ
87 P-0314/CP CONTROLLED-RELEACLEMASTINE FUMARATE 1.34 MG

PSEUDOEPHEDRINE 

NEW COMBINATION9/14/87 11/3/87A
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SCI CONSULTING
88 P-0350/CP EXTENDED-RELEASE CLEMASTINE FUMARATE 1.34 MG

PHENYLPROPANOLAMINE 

NEW DOSAGE FORM10/18/88 12/13/88A

DUPONT
89 P-0036/CP1 INJECTIONCLINDAMYCIN PHOSPHATE 150 M NEW STRENGTH2/20/1928 2/14/89W

GUIDELINES
92 P-0492/CP1 PLEDGETCLINDAMYCIN PHOSPHATE NEW DOSAGE FORM12/11/92 9/18/93W

KROSS
90 P-0198/CP LOTIONCLOBETASOL PROPIONATE 0.05

RLD = TEMOVATE

NEW DOSAGE FORM5/30/90 APPROVE 3/14/91A

HAMER
93 P-0176/CP1 GELCLOBETASOL PROPIONATE 0.05

RLD=TEMOVATE

NEW DOSAGE FORM5/10/93 5/12/93 WITHDRAW 12/22/94W

RICHARD HAMER ASSOCIATES, INC.
98 P-0068/CP1 LOTION; TOPICALCLOBETASOL PROPIONATE 0.05

RLD = TEMOVATE E

NEW DOSAGE FORM1/31/98 11/13/98 APPROVE 2/1/99A

BOEHRINGER INGELHEIM
88 P-0365/CP EXTENDED-RELEASE CLONIDINE HYDROCHLORIDE 0.2 NEW DOSAGE FORM10/18/88 1/11/90D

SCIENTIFIC CONSULTING
89 P-0041/CP VAGINAL CREAMCLOTRIMAZOLE 500 MG NEW DOSAGE FORM 7/29/92W

LACHMAN CONSULTANT SERVICES
99 P-1267/CP1 TABLET;ORALCLOZAPINE 12.5 MG NEW STRENGTH5/6/99 5/11/99 APPROVE 2/17/00A

LACHMAN CONSULTANT SERVICES
99 P-1268/CP1 TABLET; ORALCLOZAPINE 200 MG NEW STRENGTH5/6/99 5/11/99 APPROVE 2/17/00A
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MCNEIL
84 P-0388/CP CAPSULE OR TABLETCODEINE PHOSPHATE 30 MG OR 

IBUPROFEN 200 MG

NEW COMBINATION11/24/84 9/16/85D

BOCK PHARMA
85 P-0269/CP SYRUPCODEINE PHOSPHATE 10 MG/5 M

DEXBROMPHENIRAMINE 
PHENYLPROPANOLAMINE 

NEW COMBINATION5/31/85 12/6/85A

HAMER
92 P-0249/CP1 TOPICAL GELCROTAMITON 10% NEW DOSAGE FORM6/12/92 11/10/93D

CENTRAL PHARMS
86 P-0386/CP TABLETCYCLOBENZAPRINE HYDROCHL NEW STRENGTH9/12/86 8/15/88D

LYPHOMED
87 P-0219/CP INJECTIONCYCLOPHOSPHAMIDE 100 MG/ML NEW DOSAGE FORM

NEW 
STRENGTH,CONCENT
RATION

6/22/87 6/29/87W

LYPHOMED
87 P-0283/CP INJECTIONCYCLOPHOSPHAMIDE 100 OR 500 NEW DOSAGE FORM

NEW STRENGTH
8/21/87 1/21/88D

BAXTER
88 P-0011/CP INJECTIONCYCLOPHOSPHAMIDE 20 MG/ML, NEW DOSAGE FORM

NEW STRENGTH
TOTAL DRUG 
CONTENT

1/13/88 6/10/88A

BAXTER
88 P-0312/CP FOR INJECTIONCYCLOPHOSPHAMIDE 20 MG/ML NEW DOSAGE FORM8/29/88 12/28/88W

BAXTER
88 P-0379/CP INJECTIONCYCLOPHOSPHAMIDE 20 MG/ML, NEW DOSAGE FORM

NEW STRENGTH
TOTAL DRUG 
CONTENT

11/4/88 3/1/89A
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LYPHOMED
89 P-0013/CP INJECTIONCYCLOPHOSPHAMIDE 100 OR 500 NEW DOSAGE FORM

NEW STRENGTH
1/12/89 4/8/91W

PHARMACHEMIE
90 P-0250/CP1 FOR INJECTIONCYCLOPHOSPHAMIDE 100 MG NEW DOSAGE FORM7/25/90 5/7/91A

PHARMACHEMIE
90 P-0250/CP2 FOR INJECTIONCYCLOPHOSPHAMIDE 200 MG NEW DOSAGE FORM7/25/90 5/7/91A

PHARMACHEMIE
90 P-0250/CP3 FOR INJECTIONCYCLOPHOSPHAMIDE 500 MG NEW DOSAGE FORM7/25/90 5/7/91A

PHARMACHEMIE
90 P-0250/CP4 FOR INJECTIONCYCLOPHOSPHAMIDE 1 G NEW DOSAGE FORM7/25/90 5/7/91A

APOTEX CORP
98 P-0858/CP1 TABLET; ORALCYCLOSPORINE 25 MG; 50 MG; 10 NEW DOSAGE FORM9/30/98 10/7/98 DEFER 9/16/99A

ELKINS SINN

84 P-0379/CP INJECTIONCYTARABINE 20 MG/ML NEW INACTIVE 
INGREDIENTS

11/15/84 6/3/87W

QUAD
86 P-0130/CP INJECTIONCYTARABINE 20 MG/ML, 5ML & 25 NEW DOSAGE FORM3/17/86 8/21/86A

QUAD
86 P-0313/CP INJECTIONCYTARABINE 1000 MG NEW STRENGTH

TOTAL DRUG 
CONTENT

7/22/86 5/7/87A
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ADRIA LABORATORIES
86 P-0428/CP1 INJECTIONCYTARABINE 50 MG/ML - 2 ML NEW DOSAGE FORM

NEW STRENGTH
10/16/86 WITHDRAW 11/18/86W

ADRIA LABORATORIES
86 P-0428/CP2 INJECTIONCYTARABINE 20 MG/ML - 50 ML P NEW STRENGTH

NEW DOSAGE FORM
TOTAL DRUG 
CONTENT

10/16/86 APPROVE 5/7/87A

ADRIA LABORATORIES
86 P-0428/CP3 INJECTIONCYTARABINE 50 MG/ML - 10 ML NEW DOSAGE FORM

NEW STRENGTH
10/16/86 WITHDRAW 11/18/86W

ADRIA LABORATORIES
86 P-0428/CP4 INJECTABLE; INJECTICYTARABINE 50 MG/ML - 20 ML NEW STRENGTH

NEW DOSAGE FORM
10/16/86 WITHDRAW 11/18/86W

ADRIA
86 P-0428/CP5 INJECTIONCYTARABINE 20 MG/ML, 100 ML P NEW DOSAGE FORM5/30/89 10/28/91A

ADRIA
89 P-0155/CP INJECTIONCYTARABINE 20 MG/ML, 250 ML P NEW STRENGTH

TOTAL DRUG 
CONTENT

4/28/89 7/5/89W

ELKINS SINN
90 P-0131/CP1 INJECTIONCYTARABINE 50 MG/ML 10 ML PB

50 MG/ML 20 ML PBP

NEW STRENGTH
TOTAL DRUG 
CONTENT

3/30/90 WITHDRAWN 12/9/92W

BULL
91 P-0029/CP1 INJECTIONCYTARABINE 20 MG/ML, 100 ML P NEW STRENGTH

TOTAL DRUG 
CONTENT

1/30/91 11/1/91W

ABBOTT
91 P-0259/CP1 INJECTIONCYTARABINE 20 MG/ML, 100 ML P NEW DOSAGE FORM7/8/91 10/30/91W
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BULL
92 P-0183/CP INJECTIONCYTARABINE 100 MG/ML, 1ML & 5 NEW STRENGTH

NEW DOSAGE FORM
TOTAL DRUG 
CONTENT

4/17/92 APPROVE 7/26/96A

BULL
92 P-0184/CP INJECTION, PHARMACYTARABINE 100 MG/ML,10ML&20 NEW DOSAGE FORM9/25/91 APPROVE 7/26/96A

BRISTOL-MYERS SQUIBB
92 P-0381/CP1 INJECTIONCYTARABINE 20 MG/ML, 12.5 ML NEW STRENGTH

NEW DOSAGE FORM
9/30/92 3/18/93A

ABBOTT
94 P-0089/CP1 INJECTIONCYTARABINE 20 MG/ML 25ML SDV NEW DOSAGE FORM3/10/94 WITHDRAW 5/9/94W

QUAD
86 P-0300/CP FOR INJECTIONDACARBAZINE 500 MG NEW STRENGTH

TOTAL DRUG 
CONTENT

7/15/86 8/15/86A

BIGMAR PHARMACEUTICALS
98 P-0270/CP1 FOR INJECTIONDACARBAZINE 1000 MG/VIAL NEW STRENGTH

TOTAL DRUG 
CONTENT

4/27/98 4/29/98 APPROVE 11/30/98A

BULL
90 P-0337/CP1 INJECTIONDAUNORUBICIN HYDROCHLORID NEW DOSAGE FORM10/3/90 11/20/90W

CETUS-BEN VENUE THERAPEUTICS
95 P-0225/CP1 INJECTIONDAUNORUBICIN HYDROCHLORID NEW DOSAGE FORM7/21/95 7/26/95 WITHDRAW 1/24/96W

GENSIA LABORATORIES LTD.
97 P-0518/CP1 INJECTABLE; INJECTIDAUNORUBICIN HYDROCHLORID NEW STRENGTH

TOTAL DRUG 
CONTENT

12/9/97 12/16/97 APPROVE 3/31/98A
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GENSIA SICOR PHARMACEUTICALS
98 P-0649/CP1 INJECTABLE; INJECTIDAUNORUBICIN HYDROCHLORID NEW STRENGTH

TOTAL DRUG 
CONTENT

8/3/98 8/11/98 APPROVE 12/3/98A

OWEN GALDERMA
87 P-0105/CP LOTIONDESONIDE 0.05% NEW DOSAGE FORM3/26/87 9/10/87A

ROXANE
84 P-0038/CP TABLETDEXAMETHASONE 0.125 MG NEW STRENGTH1/31/84 12/17/84D

CENTRAL PHARMS
85 P-0140/CP EXTENDED-RELEASE DEXBROMPHENIRAMINE MALEAT

PSEUDOEPHEDRINE 

NEW DOSAGE FORM
NEW COMBINATION

4/2/85 12/13/85A

CENTRAL PHARMS
85 P-0140/CP2 EXTENDED-RELEASE DEXBROMPHENIRAMINE MALEAT

PSEUDOEPHEDRINE SULFATE 

NEW DOSAGE FORM12/6/85 1/22/86A

BOCK PHARMA
85 P-0238/CP EXTENDED-RELEASE DEXBROMPHENIRAMINE MALEAT

PHENYLPROPANOLAMINE 

NEW COMBINATION5/20/85 11/27/85W

BOCK PHARMA
85 P-0238/CP2 EXTENDED-RELEASE DEXBROMPHENIRAMINE MALEAT

PHENYLPROPANOLAMINE 

NEW COMBINATION5/20/85 12/13/85A

BOCK PHARMA
87 P-0265/CP CONTROLLED-RELEADEXBROMPHENIRAMINE MALEAT

PHENYLPROPANOLAMINE 

NEW DOSAGE FORM
NEW COMBINATION

8/6/87 11/4/87A

BOCK PHARMA
88 P-0057/CP ORAL SOLUTIONDEXTROMETHORPHAN 15 MG/5 

IODINATED GLYCEROL 30 MG/5 
PSEUDOEPHEDRINE 

NEW COMBINATION2/16/88 2/25/88W

CIBA
85 P-0135/CP EXTENDED-RELEASE DEXTROMETHORPHAN HYDROB NEW INGREDIENT

NEW DOSAGE FORM
3/26/85 7/17/86D
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KING AND SPALDING
87 P-0088/CP CONTROLLED-RELEADEXTROMETHORPHAN POLISTIR NEW STRENGTH3/12/87 4/27/87A

COOK
84 P-0325/CP INJECTIONDIATRIZOATE MEGLUMINE 60%

LIDOCAINE HYDROCHLORIDE 

NEW COMBINATION9/17/84 9/3/85D

ROXANE
85 P-0075/CP ORAL SOLUTIONDIAZEPAM 10 MG/ML NEW DOSAGE FORM2/7/85 9/24/85D

ROXANE
85 P-0090/CP ORAL SOLUTIONDIAZEPAM 5 MG/5 ML NEW DOSAGE FORM2/13/85 9/19/85A

CAROLINA MEDCL
85 P-0499/CP SYRUPDIAZEPAM 2 MG/5 ML NEW DOSAGE FORM10/22/85 2/28/86A

ROXANE
85 P-0566/CP ORAL SOLUTIONDIAZEPAM 5 MG/ML NEW DOSAGE FORM12/11/85 3/18/86A

MIKART
88 P-0115/CP ELIXIRDIAZEPAM 2 MG/5 ML NEW DOSAGE FORM3/21/88 4/28/88W

MIKART
88 P-0115/CP2 ELIXIRDIAZEPAM 5 MG/5 ML NEW DOSAGE FORM3/21/88 4/28/88W

LYPHOMED
87 P-0061/CP INJECTIONDIAZOXIDE 15 MG/ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/24/87 4/30/87A

CARLSBAD TECHNOLOGY, INC.
96 P-0365/CP1 CAPSULES;DELAYED-DICLOFENAC 50 MG NEW DOSAGE FORM10/2/96 10/15/97 DENY 3/27/97D
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MERRELL DOW
86 P-0296/CP EXTENDED-RELEASE DICYCLOMINE HYDROCHLORIDE NEW DOSAGE FORM

NEW STRENGTH
7/10/86 9/2/92W

AAC CONSULTING GROUP INC.
98 P-0472/CP1 GEL;TOPICALDIFLORASONE DIACETATE 0.05% NEW DOSAGE FORM6/24/98 7/7/98 WITHDRAW 10/1/98W

MARTEC
85 P-0453/CP TABLETDIHYDROCODEINE BITARTRATE 

IBUPROFEN 400 MG

NEW COMBINATION9/20/85 10/21/85W

IMS, LTD
95 P-0196/CP1 INJECTIONDILTIAZEM HYDROCHLORIDE 5 M NEW STRENGTH

(TOTAL DRUG 
CONTENT)

7/3/95 7/7/95 APPROVE 2/27/96A

LABOPHARM INC.
96 P-0510/CP1 TABLETS;EXTENDED-DILTIAZEM HYDROCHLORIDE 120 

RLD=CARDIAZEM CD

NEW DOSAGE FORM12/16/96 1/6/97 APPROVE 3/26/97A

LABOPHARM, INC.
97 P-0192/CP1 TABLET; EXTENDED-DILTIAZEM HYDROCHLORIDE 120 

RLD=DILACOR XR

NEW DOSAGE FORM5/13/97 5/19/97 APPROVE 9/3/97A

LABOPHARM INC
97 P-0195/CP1 TABLET; EXTENDED-DILTIAZEM HYDROCHLORIDE 120 

RLD = TIAZAC

NEW  DOSAGE FORM5/14/97 5/21/97 APPROVE 3/31/98A

BEDFORD LABORATORIES
98 P-0189/CP1 INJECTIONDILTIAZEM HYDROCHLORIDE 125 NEW STRENGTH

TOTAL DRUG 
CONTENT

3/25/98 4/1/98 WITHDRAW W

ROXANE
84 P-0174/CP ORAL SOLUTIONDIPHENHYDRAMINE HYDROCHLO NEW STRENGTH5/14/84 9/11/85A
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PARKE DAVIS
87 P-0355/CP EXTENDED-RELEASE DIPHENHYDRAMINE HYDROCHLO NEW DOSAGE FORM10/16/87 5/11/88D

BIOCRAFT
84 N-0116/CP EXTENDED-RELEASE DISOPYRAMIDE PHOSPHATE 200 NEW DOSAGE FORM

NEW STRENGTH
4/16/86 6/3/86A

PADDOCK
85 P-0215/CP ORAL SUSPENSIONDISULFIRAM 500 MG/30 ML NEW DOSAGE FORM5/10/85 10/8/85A

LYPHOMED
92 P-0365/CP1 INJECTIONDOBUTAMINE HYDROCHLORIDE NEW STRENGTH

TOTAL DRUG 
CONTENT

9/16/92 2/11/93A

MARSAM
93 P-0031/CP1 INJECTIONDOBUTAMINE HYDROCHLORIDE NEW STRENGTH

TOTAL DRUG 
CONTENT

1/25/93 3/16/94W

MARSAM
93 P-0045/CP1 INJECTIONDOBUTAMINE HYDROCHLORIDE NEW STRENGTH

TOTAL DRUG 
CONTENT

2/1/93 9/1/93A

INTL MEDICATION
93 P-0350/CP1 INJECTIONDOBUTAMINE HYDROCHLORIDE NEW DOSAGE FORM9/27/93 10/20/93W

ABBOTT
90 P-0137/CP1 INJECTIONDOPAMINE HYDROCHLORIDE 5 M NEW STRENGTH

NEW CONCENTRATION
4/4/90 4/10/91A

BAXTER
87 P-0390/CP INJECTIONDOXORUBICIN HYDROCHLORIDE 

SODIUM CHLORIDE 0.9%, 50 ML 

NEW STRENGTH
TOTAL DRUG 
CONTENT

11/30/87 4/14/88W
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LACHMAN CONSULTANT SERVICES
99 P-4958/CP1 TABLET; ORALDOXYCYCLINE MONOHYDRATE 5 NEW DOSAGE FORM11/16/99 11/23/00 APPROVE 2/4/00A

BARR
87 P-0414/CP TABLETDRONABINOL 2.5 MG, 5 MG, 10 M NEW DOSAGE FORM12/28/87 2/29/88W

MIRAN CONSULTING, INC.
98 P-0745/CP1 OINTMENT; TOPICALECONAZOLE NITRATE 1% NEW DOSAGE FORM9/3/98 9/9/98 APPROVE 12/3/98A

ENTRAVISION
88 P-0343/CP OPHTHALMIC SOLUTIENDOSOL PLUS NEW DOSAGE FORM9/26/88 11/7/88W

ABBOTT
92 P-0153/CP1 INJECTIONEPINEPHRINE 1:100,000 U

LIDOCAINE HYDROCHLORIDE 

NEW COMBINATION3/26/92 8/21/92W

SENETEK PLC

95 P-0190/CP1 INJECTIONEPINEPHRINE 1 MG/ML NEW ROUTE OF 
ADMINISTRATION

6/28/95 7/9/95 DENY 1/11/99D

SENETEK PLC

98 P-0235/CP1 INJECTABLE; INJECTIEPINEPHRINE 0.5 MG/ML NEW ROUTE OF 
ADMINISTRATION

4/14/98 4/20/98 DENY 1/11/99D

BARROWS
87 P-0341/CP INJECTIONEPINEPHRINE HYDROCHLORIDE 

LIDOCAINE HYDROCHLORIDE 

NEW COMBINATION9/30/87 3/8/88W

BARROWS
87 P-0341/CP2 INJECTIONEPINEPHRINE HYDROCHLORIDE 

LIDOCAINE HYDROCHLORIDE 

NEW COMBINATION9/30/87 3/8/88W
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ETHYPHARM
97 P-0205/CP1 EXTENDED-RELEASE ERYTHROMYCIN 333 MG NOT PETITIONABLE5/20/97 5/28/97 WITHDRAW 6/17/97W

KEY PHARMS
84 P-0308/CP TABLETESTRADIOL 0.5 MG NEW STRENGTH8/29/84 3/24/86A

BRISTOL
89 P-0117/CP TABLETESTRADIOL 0.5 MG NEW STRENGTH4/3/89 5/9/89W

NOVEN PHARMS
90 P-0125/CP1 TRANSDERMAL PATCESTRADIOL 0.067 MG/24 HR NEW STRENGTH3/28/90 3/14/91A

NOVEN PHARMS
90 P-0125/CP2 TRANSDERMAL PATCESTRADIOL 0.084 MG/24 HR NEW STRENGTH3/28/90 3/14/91A

ARTHUR A. CHECCHI
91 P-0067/CP1 TRANSDERMAL PATCESTRADIOL 0.05 MG/24 HR NEW STRENGTH2/25/91 5/23/91W

BRISTOL-MYERS SQUIBB
93 P-0344/CP1 TABLETESTRADIOL 1.5 MG NEW STRENGTH9/21/93 11/5/93 APPROVE 6/8/94A

KIRKLAND & ELLIS
99 P-1150/CP1 TABLET; CHEWABLEETHINYL ESTRADIOL 0.035 MG

NORETHINDRONE 0.4 MG

NEW DOSAGE FORM4/27/99 5/11/99 APPROVE 4/14/00A

RW JOHNSON
84 P-0443/CP TABLET; ORALETHINYL ESTRADIOL AND 0.05 M

NORETHINDRONE 0.05 MG AND 
0.05 MG AND 1 MG

NEW STRENGTH1/8/85 1/13/85 DENIED 9/3/85D

ADRIA
91 P-0041/CP INJECTIONETOPOSIDE 20 MG/ML, 25 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/4/91 5/22/91A
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ADRIA
91 P-0076/CP1 INJECTIONETOPOSIDE 20 MG/ML, 50 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

3/4/91 2/19/92D

ABBOTT
91 P-0460/CP1 INJECTIONETOPOSIDE 20 MG/ML, 50 ML PBP NEW STRENGTH

TOTAL DRUG 
CONTENT

11/20/91 2/11/93A

GUIDELINES
92 P-0142/CP CAPSULEETOPOSIDE 25 MG OR 100 MG NEW STRENGTH3/20/92 3/20/92 APPROVE (25 MG) 9/12/96A

LEDERLE
92 P-0355/CP1 INJECTIONETOPOSIDE 20 MG/ML, 12.5 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

9/11/92 1/7/93A

YAMANOUCHI PHARMA TECHNOLOGIES
00P-1422/CP1 TABLET; ORALLY DISIFAMOTIDINE 10MG NEW DOSAGE FORM7/19/00 8/10/00 P

MARSAM PHARMACEUTICALS, INC.
97 P-0011/CP1 INJECTABLE;INJECTIFAMOTIDINE 10 MG/ML (50 ML PB NEW STRENGTH

TOTAL DRUG 
CONTENT

1/14/97 2/3/97 APPROVE 6/10/97A

THOMAS BLAKE, R.PH.
97 P-0403/CP1 TABLET; ORAL; EFFEFAMOTIDINE 5 MG NEW STRENGTH

NEW DOSAGE FORM
9/15/97 9/22/97 5/18/98W

THOMAS BLAKE, R.PH
97 P-0404/CP1 TABLET; ORAL; EFFEFAMOTIDINE 10 MG NEW DOSAGE FORM9/15/97 9/22/97 APPROVE 11/30/98A

FRENCH
89 P-0172/CP1 INJECTIONFAT EMULSION 10% OR 20% NOT PETITIONABLE5/9/89 6/12/89W
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BARR
87 P-0133/CP TABLETFENOPROFEN CALCIUM 200 MG NEW STRENGTH4/14/87 8/4/87A

QUAD
86 P-0242/CP INJECTIONFLOXURIDINE 500 MG/5 ML NEW DOSAGE FORM5/29/86 8/15/86A

CENTER FOR POSITRON TOMOGRAPHY
97 P-0432/CP1 INJECTABLE; INJECTIFLUDEOXYGLUCOSE F-18 1.6 - 58.

455+/-421 TOT. ACT

18+/-3ML TOT. VOL

NEW STRENGTH
TOTAL DRUG 
CONTENT

10/9/97 10/16/97 APPROVE 5/26/98A

CENTER FOR POSITRON TOMOGRAPHY
97 P-0285/CP1 INJECTIONFLUDEOXYGLUCOSE F18 1.6-58.4 

1.3-58.4 MCI/ML

NEW STRENGTH
NEW CONCENTRATION
TOTAL DRUG 
CONTENT

7/7/97 APPROVE 10/9/97W

HAMER
87 P-0004/CP LOTIONFLUOCINONIDE 0.05% NEW DOSAGE FORM1/6/87 9/10/87A

ALLERGAN
87 P-0249/CP OPHTHALMIC SUSPEFLUOROMETHOLONE 0.25%

TOBRAMYCIN 0.3%

NEW COMBINATION7/27/87 8/14/87W

INTL PHARM
85 P-0208/CP INJECTIONFLUOROURACIL 25 MG/ML NEW STRENGTH

NEW CONCENTRATION
5/7/85 10/8/85A

LYPHOMED
85 P-0221/CP1 INJECTIONFLUOROURACIL 50 MG/ML - PBP NEW STRENGTH

TOTAL DRUG 
CONTENT

5/13/85 APPROVE 2/18/86A

BEN VENUE
86 P-0080/CP INJECTIONFLUOROURACIL 50 MG/ML - 20 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/18/86 4/2/86A
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ADRIA
86 P-0490/CP INJECTIONFLUOROURACIL 50 MG/ML - 50 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

12/10/86 1/9/87A

SOLOPAK
87 P-0029/CP INJECTIONFLUOROURACIL 50 MG/ML NEW DOSAGE FORM1/28/87 1/23/87W

BEN VENUE
88 P-0052/CP INJECTIONFLUOROURACIL 50 MG/ML, 5 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/12/88 3/21/88A

BAXTER
88 P-0146/CP INJECTIONFLUOROURACIL 50 MG/ML, PBP

50 ML, 100 ML, 250ML

NEW STRENGTH
TOTAL DRUG 
CONTENT

4/13/88 6/10/88A

HERBERT
88 P-0189/CP CREAM OR TOPICAL FLUOROURACIL 5% NOT PETITIONABLE5/17/88 7/20/88W

BRADLEY PHARMS
94 P-0263/CP1 TOPICAL GELFLUOROURACIL 5% NEW DOSAGE FORM7/13/94 7/13/94 APPROVE 9/12/95A

BIGMAR INC.
97 P-0370/CP1 INJECTIONFLUOROURACIL 250MG/5ML (50M NEW STRENGTH

TOTAL DRUG 
CONTENT

9/2/97 9/7/97 WITHDRAW 10/8/97W

LACHMAN CONSULTANT SERVICES
00P-1365/CP1 TABLET; ORALFLUOXETINE 40 MG CHANGE IN STRENGTH6/23/00 7/14/00 APPROVE 1/12/01A

SQUIBB
86 P-0356/CP INJECTIONFLUPHENAZINE DECANOATE 10 NEW STRENGTH

NEW CONCENTRATION
8/25/86 4/2/87W
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LYPHOMED
87 P-0205/CP INJECTIONFLUPHENAZINE DECANOATE 25 NEW STRENGTH

TOTAL DRUG 
CONTENT

6/15/87 6/29/87W

SQUIBB
85 P-0019/CP INJECTIONFLUPHENAZINE HYDROCHLORID NEW STRENGTH

NEW CONCENTRATION
1/11/85 10/25/85D

ROXANE
85 P-0081/CP ORAL SOLTUIONFLURAZEPAM HYDROCHLORIDE NEW DOSAGE FORM2/8/85 7/10/85A

ROXANE
85 P-0091/CP ORAL SOLUTIONFLURAZEPAM HYDROCHLORIDE NEW DOSAGE FORM2/13/85 10/25/85A

INSITE
88 P-0049/CP OPHTHALMIC SUSPEFLUROMETHOLONE 0.1% NEW DOSAGE FORM2/10/88 3/9/88W

APOTEX CORP.
98 P-0926/CP1 INJECTABLE; INJECTIFOSCARNET SODIUM 12MG/ML(2 NEW STRENGTH

TOTAL DRUG 
CONTENT

10/19/98 10/26/98 APPROVE 3/1/99A

ROXANE
85 P-0106/CP ORAL SOLUTIONFUROSEMIDE 80 MG/ML NEW STRENGTH2/26/85 9/19/85A

ROXANE
85 P-0106/CP2 ORAL SOLUTIONFUROSEMIDE 40 MG/ML NEW STRENGTH3/19/85 9/19/85A

LYPHOMED
90 P-0313/CP1 INJECTIONFUROSEMIDE 1 MG/ML NEW STRENGTH

NEW CONCENTRATION
9/24/90 10/28/91D
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LACHMAN CONSULTANT SERVICES
00P-1419/CP1 TABLET; ORALGABAPENTIN 100MG,300MG,400M CHANGE IN STRENGTH6/23/00 8/7/00 APPROVE 1/12/01A

KING AND SPALDING
86 P-0411/CP FOR INJECTIONGLUCAGON HYDROCHLORIDE 2 NEW STRENGTH

TOTAL DRUG 
CONTENT

10/7/86 10/30/86A

MERRELL DOW
85 P-0282/CP SYRUP OR TABLETGUAIFENESIN 200 MG/ML

HYDROCODONE BITARTRATE 5 
PSEUDOEPHEDRINE 

NEW COMBINATION6/12/85 4/23/86W

ROXANE
85 P-0080/CP ORAL SOLUTIONHALOPERIDOL 5 MG/5 ML NEW DOSAGE FORM2/8/85 9/19/85A

UDL
89 P-0088/CP ORAL SOLUTIONHALOPERIDOL 0.5 MG/5 ML NEW STRENGTH3/8/89 5/11/89A

QUAD
88 P-0411/CP INJECTIONHALOPERIDOL DECANOATE 50 M NEW STRENGTH

TOTAL DRUG 
CONTENT

12/1/88 2/13/89A

ROXANE
85 P-0076/CP ORAL SOLUTIONHALOPERIDOL LACTATE 5 MG/ML NEW STRENGTH2/7/85 12/8/86A

ROXANE
85 P-0076/CP2 ORAL SOLUTIONHALOPERIDOL LACTATE 2 MG/5 NEW STRENGTH1/23/86 3/28/86A

JAMES E. MURRAY
85 P-0065/CP INJECTIONHEPARIN SODIUM 2,000 OR 4,000 NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/29/85D
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KLEINFELD, KAPLAN & BECKER
88 P-0061/CP SOFT GELATIN CAPSHOMATROPINE METHYLBROMID

HYDROCODONE BITARTRATE 5 

NEW DOSAGE FORM2/18/88 5/12/88A

ROXANE
84 P-0271/CP ORAL SOLUTIONHYDRALAZINE HYDROCHLORIDE NEW DOSAGE FORM8/6/84 11/9/92W

ROXANE
85 P-0074/CP ORAL SOLUTIONHYDRALAZINE HYDROCHLORIDE NEW DOSAGE FORM2/7/85 7/3/85A

AYERST
85 P-0571/CP EXTENDED-RELEASE HYDROCHLOROTHIAZIDE 50 MG

PROPRANOLOL 
TRIAMTERENE 75 MG

NEW COMBINATION12/16/85 5/16/86D

PAR
86 P-0427/CP CAPSULEHYDROCHLOROTHIAZIDE 50 MG

TRIAMTERENE 75 MG

NEW DOSAGE FORM10/16/86 12/11/86A

PHARMACEUTICAL ASSOCIATES INC.
00P-1641/CP1 SOLUTION; ORALHYDROCODONE BITARTRATE 10 

ACETAMINOPHEN 325 MG/15ML

NEW STRENGHT11/29/00 P

MIKART
85 P-0256/CP SYRUPHYDROCODONE BITARTRATE 2.5

PROMETHAZINE 

NEW COMBINATION5/23/85 5/11/88D

UAD LABS
85 P-0389/CP SYRUPHYDROCODONE BITARTRATE 1.6

PHENYLEPHRINE 
PROMETHAZINE 

NEW COMBINATION8/12/85 5/11/88D

BOCK PHARMA
88 P-0060/CP ORAL SOLUTIONHYDROCODONE BITARTRATE 1.6

IODINATED GLYCEROL 30 MG/5 
PSEUDOEPHEDRINE 

NEW COMBINATION2/18/88 2/25/88W

BROCK PHARMACEUTICAL
95 P-0336/CP1 SYRUP;ORALHYDROCODONE BITARTRATE 2.5

PHENYLEPHRINE 

NEW COMBINATION10/12/95 10/19/95 DENY 8/19/96D
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BOCK PHARMACAL CO.
95 P-0336/CP2 LIQUID; ORALHYDROCODONE BITARTRATE 5 

PHENYLEPHRINE 

NEW COMBINATION10/12/95 2/1/96 DENY 8/19/96D

CAROLINA MEDCL
86 P-0170/CP OINTMENTHYDROCORTISONE 10% NEW STRENGTH4/16/86 4/23/86W

C&M PHARMA
86 P-0439/CP CREAMHYDROCORTISONE 0.25%

SALICYCLIC ACID 2.35%
SULFUR 4%

NEW COMBINATION10/27/86 5/6/87D

TOPIDERM
87 P-0018/CP CREAMHYDROCORTISONE 1%

PRAMAXINE HYDROCHLORIDE 

NEW COMBINATION1/15/87 7/11/88W

PARKE DAVIS
88 P-0045/CP SUPPOSITORYHYDROCORTISONE 1% OR

HYDROCORTISONE ACETATE 
HYDROCORTISONE VALERATE 

NEW DOSAGE FORM2/9/88 4/5/89W

ARENT, FOX, ET AL
89 P-0035/CP CREAM; TOPICALHYDROCORTISONE 2.5%

UREA 10%

NEW STRENGTH1/20/89 3/6/89W

GENDERM
89 P-0175/CP TOPICAL SOLUTIONHYDROCORTISONE 2.5% NEW STRENGTH5/15/89 1/11/90A

FOUGERA
89 P-0306/CP CREAMHYDROCORTISONE 1%

NYSTATIN 100,000 U

NEW COMBINATION7/13/89 7/31/89W

HOGAN & HARTSON
92 P-0264 AEROSOL FOAMHYDROCORTISONE 2.5% NEW DOSAGE FORM6/19/92 9/25/92W

PITNEY, HARDIN, KIPP & SZUCH
96 P-0377/CP1 AEROSOL; TOPICAL (HYDROCORTISONE 1%

PRAMOXINE 1%

NEW COMBINATION
DIFFERENT SALT OR 
ESTER

10/8/96 10/15/96 DENY 3/26/97D
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PARKE DAVIS
85 P-0088/CP SUPPOSITORYHYDROCORTISONE ACETATE 1% NEW DOSAGE FORM

NEW ROUTE OF 
ADMINISTRATION

2/13/85 9/16/86D

FERNDALE
90 P-0049/CP CREAM OR LOTIONHYDROCORTISONE ACETATE 2.5 NEW STRENGTH

NEW DOSAGE FORM
2/1/90 6/22/90A

FERNDALE
90 P-0154/CP OINTMENTHYDROCORTISONE ACETATE 1% NEW DOSAGE FORM4/20/90 12/7/90A

HOGAN & HARTSON
92 P-0101/CP AEROSOLHYDROCORTISONE ACETATE 2.5 NEW DOSAGE FORM2/27/92 7/8/92A

PITNEY, HARDIN, KIPP & SZUCH
96 P-0376/CP1 SUPPOSITORY; RECTHYDROCORTISONE ACETATE 90 NEW DOSAGE FORM10/8/96 10/15/96 APPROVE 3/26/97A

FERNDALE LABORATORIES INC.
97 P-0101/CP1 CREAM; TOPICALHYDROCORTISONE ACETATE 2% NEW STRENGTH

NEW DOSAGE FORM
3/10/97 12/12/97 APPROVE 9/1/98A

MCKENNA & CUNEO, L.L.P.
95 P-0223/CP1 LOTION; TOPICALHYDROCORTISONE BUTYRATE 0. NEW DOSAGE FORM7/20/95 7/25/95 APPROVE 2/21/96A

MCKENNA, CONNER, ET AL
89 P-0028/CP LOTIONHYDROCORTISONE VALERATE 0. NEW DOSAGE FORM1/26/89 5/10/89A

MCKENNA, CONNER, ET AL
89 P-0029/CP TOPICAL SOLUTIONHYDROCORTISONE VALERATE 0. NEW DOSAGE FORM1/26/89 5/10/89A

ABBOTT
86 P-0355/CP INJECTIONHYDROMORPHONE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
8/22/86 3/20/87W
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ABBOTT
86 P-0355/CP2 INJECTIONHYDROMORPHONE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
8/22/86 3/20/87W

ROXANE
94 P-0262/CP1 ORAL SOLUTIONHYDROMORPHONE HYDROCHLO NEW STRENGTH7/13/94 7/11/94 DENY 2/14/95W

ASTRA USA, INC
95 P-0022/CP1 INJECTIONHYDROMORPHONE HYDROCHLO NEW STRENGTH

NEW INDICATION
NEW METHOD OF 
ADMINISTRATIO

1/24/95 1/30/95 DENY 9/7/95D

ABBOTT LABORATORIES
98 P-0821/CP1 INJECTABLE; INJECTIHYDROMORPHONE HYDROCHLO NEW STRENGTH

NEW ROUTE OF 
ADMINISTRATION

8/7/98 DENY 9/29/99D

DURAMED PHARMACEUTICALS, INC.
96 P-0407/CP1 CAPSULE; ORALHYDROXYUREA 250 MG NEW STRENGTH10/25/96 11/7/96 APPROVE 6/10/97A

MCKENNA & CUNEO, L.L.P
98 P-0269/CP1 TABLET; ORALHYDROXYUREA 1000 MG NEW STRENGTH

NEW DOSAGE FORM
4/24/98 5/4/98 APPROVE 11/30/98A

STERLING
84 P-0383/CP CAPSULEIBUPROFEN 200 MG NEW DOSAGE FORM11/16/84 6/25/85A

DUPONT
85 P-0141/CP CAPSULE OR TABLETIBUPROFEN 200 MG

OXYCODONE HYDROCHLORIDE 

NEW COMBINATION4/2/85 9/27/85D

RIM CONSULTING
85 P-0395/CP ORAL SUSPENSIONIBUPROFEN 100 MG/5 ML NEW DOSAGE FORM8/14/85 2/6/86W
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SOFTAN
85 P-0563/CP SOFT GELATIN CAPSIBUPROFEN 300, 400 OR 600 MG NEW DOSAGE FORM12/11/85 3/19/86A

KV
86 P-0319/CP EXTENDED-RELEASE IBUPROFEN 600 MG NEW DOSAGE FORM

NEW STRENGTH
7/25/86 12/9/86W

SIDMAK
87 P-0217/CP EFFERVESCENT TABIBUPROFEN 200 MG NEW DOSAGE FORM6/22/87 6/30/87W

SIDMAK
87 P-0232/CP SOFT GELATIN CAPSIBUPROFEN 200 MG NEW DOSAGE FORM7/9/87 10/6/87A

SIDMAK
87 P-0242/CP SOFT GELATIN CAPSIBUPROFEN 800 MG NEW DOSAGE FORM7/20/87 10/6/87A

SIDMAK
87 P-0247/CP CAPSULEIBUPROFEN 200 MG NEW DOSAGE FORM7/23/87 9/10/87W

SIDMAK
87 P-0263/CP TABLETIBUPROFEN 1000 MG NEW STRENGTH8/4/87 10/16/87W

ELLIS PHARM
87 P-0284/CP ORAL SUSPENSIONIBUPROFEN NEW DOSAGE FORM8/21/87 8/31/87W

BIOCRAFT
88 P-0198/CP ORAL SOLUTIONIBUPROFEN 200 MG/5 ML NEW DOSAGE FORM5/19/88 8/5/88W

BIOCRAFT
88 P-0291/CP1 ORAL SOLUTIONIBUPROFEN 200 MG/5 ML NEW DOSAGE FORM8/5/88 12/15/88D
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BIOCRAFT
88 P-0291/CP2 ORAL SOLUTIONIBUPROFEN 400 MG/10 ML NEW DOSAGE FORM8/5/88 12/15/88D

BIOCRAFT
88 P-0291/PRC2 ORAL SOLUTIONIBUPROFEN 400 MG/10 ML NEW DOSAGE FORM1/18/89 8/12/92W

INTER-HERMES
89 P-0341/CP EFFERVESCENT TABIBUPROFEN 200 MG NEW DOSAGE FORM8/10/89 7/22/92W

SANDOZ
91 P-0315/CP1 SOFT GELATIN CAPSIBUPROFEN 200 MG NEW DOSAGE FORM8/1/91 11/20/91W

MIKART
93 P-0148/CP1 CAPSULE OR TABLETIBUPROFEN 200 MG

CODEINE PHOSPHATE 30 MG

NEW COMBINATION4/7/93 4/13/93 WITHDRAW 4/19/95W

FUIZ TECHNOLOGIES, LTD
96 P-0428/CP1 POWDER; ORALIBUPROFEN 200 MG NEW DOSAGE FORM11/7/96 11/15/96 DENY 3/11/97W

FPC CONSULTING INC.
99 P-0683/CP1 TABLET; ORALIBUPROFEN 200 MG NEW DOSAGE FORM

NEW ACTIVE 
INGREDIENT

3/24/99 3/31/99 WITHDRAW 9/16/99W

MITCHALL G. CLARK
98 P-0146/CP1 INJECTABLE; INJECTIIFOSFAMIDE 50 MG/ML - 20ML&60 NEW DOSAGE FORM3/2/98 3/6/98 APPROVE 5/26/98A

GENSIASICOR PHARMACEUTICALS
99 P-0129/CP1 INJECTABLE; INJECTIIFOSFAMIDE 50 MG/ML (20ML&60 NOT PETITIONABLE

(PREVIOUSLY 
APPROVED)

1/28/99 WITHDRAW 3/2/99W
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VEREX
85 P-0025/CP TABLETINDOMETHACIN 25 MG OR 50 MG NEW DOSAGE FORM1/17/85 3/31/86D

VEREX
85 P-0026/CP EXTENDED-RELEASE INDOMETHACIN 75 MG NEW DOSAGE FORM1/17/85 9/16/85D

ROXANE
85 P-0077/CP ORAL SOLUTIONINDOMETHACIN 50 MG/ML NEW DOSAGE FORM2/7/85 4/7/86D

ROXANE
85 P-0077/CP2 ORAL SUSPENSIONINDOMETHACIN 25 MG/5 ML NEW DOSAGE FORM2/8/85 7/19/85A

FOREST PHARMS
85 P-0180/CP EXTENDED-RELEASE INDOMETHACIN 75 MG NEW DOSAGE FORM4/16/85 4/7/86D

RIM CONSULTING
86 P-0268/CP ORAL SOLUTIONINDOMETHACIN 25 MG/5 ML NEW DOSAGE FORM6/18/86 3/17/87W

CORTECS
88 P-0299/CP CAPSULEINDOMETHACIN 25 MG OR 50 MG NEW DOSAGE FORM8/11/88 9/29/88W

BOCK PHARMA
88 P-0056/CP ORAL SOLUTIONIODINATED GLYCEROL 30 MG/5 M

PSEUDOEPHEDRINE 

NEW COMBINATION2/16/88 2/25/88W

COOK IMAGING CORP.

00P-1452/CP1IOPAMIDOL CHANGE IN DOSAGE 
FORM

8/14/00 P
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ABBOTT LABORATORIES
95 P-0073/CP1 INJECTIONIOPAMIDOL 61%

76%

NEW STRENGTH
TOTAL DRUG 
CONTENT

3/10/95 3/17/95 APPROVE 8/23/95A

ABBOTT LABORATORIES
97 P-0073/CP1 INJECTABLE; INJECTIIOPAMIDOL 51%, 30 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/25/97 3/3/97 APPROVE 6/10/97A

LYPHOMED
83 P-0397/CP INJECTIONIRON DEXTRAN 1 MG/ML NEW STRENGTH

NEW CONCENTRATION
7/30/84 9/11/85W

CAROLINA MEDCL
85 P-0468/CP ORAL SOLUTIONISONIAZID 50 MG/ML NEW STRENGTH10/1/85 12/13/85A

KV
86 P-0320/CP EXTENDED-RELEASE ISOSORBIDE DINITRATE 40 MG NEW DOSAGE FORM7/25/86 12/9/86W

ADRIA
89 P-0485/CP EXTENDED-RELEASE ISOSORBIDE DINITRATE 60 MG NEW STRENGTH11/14/89 6/1/90A

ADRIA
89 P-0485/CP1 EXTENDED-RELEASE ISOSORBIDE DINITRATE 20 MG NEW STRENGTH11/14/89 3/9/90W

QUAD
88 P-0378/CP INJECTIONKETAMINE HYDROCHLORIDE 100 NEW STRENGTH

TOTAL DRUG 
CONTENT

11/14/88 1/11/89W

JANSSEN
85 P-0147/CP ORAL SUSPENSIONKETOCONAZOLE 20 MG/ML NEW DOSAGE FORM4/4/85 9/27/85A
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BEDFORD LABORATORIES
97 P-0227/CP1 INJECTABLE; INJECTIKETOROLAC TROMETHAMINE 30 NEW STRENGTH

(TOTAL DRUG 
CONTENT)

5/29/97 6/13/97 APPROVE 10/7/97A

APOTEX CORP.
99 P-0510/CP1 INJECTABLE; INJECTIKETOROLAC TROMETHAMINE 30 NEW STRENGTH

(TOTAL DRUG 
CONTENT)

3/12/99 3/19/99 APPROVE 9/16/99A

PHARMATON
85 P-0529/CP INJECTIONL-NOREPINEPHRINE 1:50,000

VASSOPRESSIN 0.25 IU/ML
LIDOCAINE 2%

NEW COMBINATION11/14/85 7/31/86W

BENNETT AND CO
92 P-0370/CP1 CRYSTALLACTULOSE 10 G/PACKET NEW DOSAGE FORM9/22/92 1/7/93A

SOLVAY
94 P-0093/CP1 CRYSTALLACTULOSE 10 G/TABLESPOON NEW DOSAGE FORM3/15/94 3/23/94 3/29/94W

BENNETT AND COMPANY
95 P-0287/CP1 FOR ORAL SOLUTIONLACTULOSE 20 G NEW STRENGTH

NEW DOSAGE FORM
8/23/95 8/28/95 APPROVE 4/19/96A

BENNETT AND COMPANY
96 P-0155/CP1 POWDER FOR ORAL LACTULOSE 10 G, 20 G NEW DOSAGE FORM5/17/96 6/12/96 4/24/00W

PD REGULATORY SERVICES
00P-1518/CP1 INJECTIONLEUCOVORIN CALCIUM 5 MG/ML CHANGE IN STRENGTH9/6/00 P

LEDERLE
85 P-0487/CP TABLETLEUCOVORIN CALCIUM 15 MG NEW STRENGTH10/10/85 1/28/86A
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BEN VENUE
86 P-0152/CP FOR INJECTIONLEUCOVORIN CALCIUM 100 MG NEW STRENGTH

TOTAL DRUG  
CONTENT

4/8/86 1/20/87A

BULL
86 P-0236/CP INJECTIONLEUCOVORIN CALCIUM 50 MG/5 NEW DOSAGE FORM5/23/86 7/15/86W

BURROUGHS WELLCOME
86 P-0240/CP FOR INJECTIONLEUCOVORIN CALCIUM 25 MG NEW STRENGTH5/28/86 1/29/87A

BURROUGHS WELLCOME
86 P-0240/CP2 FOR INJECTIONLEUCOVORIN CALCIUM 100 MG NEW STRENGTH5/28/86 2/6/87W

QUAD
86 P-0241/CP INJECTIONLEUCOVORIN CALCIUM 5 MG/ML NEW STRENGTH

TOTAL DRUG 
CONTENT

5/29/86 7/28/87A

LEDERLE
86 P-0258/CP TABLETLEUCOVORIN CALCIUM 10 MG NEW STRENGTH6/11/86 1/16/87A

LYPHOMED
87 P-0126/CP INJECTIONLEUCOVORIN CALCIUM 10 MG/ML NEW STRENGTH

NEW DOSAGE FORM
4/7/87 1/11/88W

LYPHOMED
87 P-0243/CP INJECTIONLEUCOVORIN CALCIUM 10 MG/ML NEW STRENGTH

NEW DOSAGE FORM
7/22/87 1/11/88W

LEDERLE
87 P-0266/CP FOR INJECTIONLEUCOVORIN CALCIUM 350 MG - NEW STRENGTH8/6/87 1/5/88W
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QUAD
88 P-0051/CP FOR INJECTIONLEUCOVORIN CALCIUM 250 MG NEW STRENGTH2/11/88 2/29/88W

ROXANE
88 P-0149/CP ORAL SOLUTIONLEUCOVORIN CALCIUM 1 MG/ML NEW DOSAGE FORM4/19/88 7/25/88A

BURROUGHS WELLCOME
88 P-0234/CP ORAL SOLUTIONLEUCOVORIN CALCIUM 25 MG NEW STRENGTH6/17/88 6/29/89W

BURDITT, BOWLES, ET. AL.
88 P-0249/CP ORAL SOLUTIONLEUCOVORIN CALCIUM 5 MG/5 M NEW STRENGTH6/29/88 12/16/88W

ELKINS SINN
89 P-0492/CP INJECTIONLEUCOVORIN CALCIUM 500 MG - NEW STRENGTH

TOTAL DRUG 
CONTENT

11/17/89 11/17/89 DENY 3/14/94W

CETUS
91 P-0235/CP1 FOR INJECTIONLEUCOVORIN CALCIUM 200 MG NEW STRENGTH

TOTAL DRUAG 
CONTENT

6/25/91 12/10/91A

ABBOTT
93 P-0427/CP1 INJECTIONLEUCOVORIN CALCIUM 10 MG/ML NEW DOSAGE FORM

NEW STRENGTH
11/3/93 11/3/93 DENY 1/31/94W

ABBOTT
93 P-0427/CP2 INJECTIONLEUCOVORIN CALCIUM 10 MG/ML NEW DOSAGE FORM

NEW STRENGTH
11/4/93 11/3/93 APPROVE 1/19/95A

ABBOTT
93 P-0427/CP3 INJECTIONLEUCOVORIN CALCIUM 10 MG/ML NEW DOSAGE FORM11/3/93 11/3/93 APPROVE 1/19/95A
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LEDERLE LABORATORIES
94 P-0433/CP1 INJECTABLE; INJECTILEUCOVORIN CALCIUM 10 MG/ML NEW DOSAGE FORM

NEW STRENGTH
12/2/94 12/7/94 APPROVE 8/7/95A

LEDERLE LABORATORIES
94 P-0433/CP2 INJECTABLE; INJECTILEUCOVORIN CALCIUM 10 MG/ML NEW DOSAGE FORM12/2/94 12/7/94 APPROVE 8/7/95A

LEDERLE LABORATORIES
94 P-0433/CP3 INJECTABLE; INJECTILEUCOVORIN CALCIUM 10 MG/ML NEW DOSAGE FORM

TOTAL DRUG 
CONTENT

12/2/94 12/7/94 APPROVE 8/7/95A

LUITPOLD
96 P-0146/CP1 INJECTABLE; INJECTILEUCOVORIN CALCIUM 10 MG/ML

5ML,10ML,25ML VIALS

NEW STRENGTH
NEW DOSAGE FORM

5/7/96 WITHDRAW 5/31/96W

BIGMAR, INC.
97 P-0303/CP1 INJECTABLE; INJECTILEUCOVORIN CALCIUM 500 MG/VI NEW STRENGTH

TOTAL DRUG 
CONTENT

7/15/97 7/22/1907 APPROVE 10/7/97A

BIGMAR, INC.
97 P-0303/CP2 INJECTABLE; INJECTILEUCOVORIN CALCIUM 500 MG NEW STRENGTH

TOTAL DRUG 
CONTENT

11/25/97 12/2/97 APPROVE 3/31/98A

GENSIA LABORATORIES, LTD.
97 P-0502/CP1 INJECTABLE; INJECTILEUCOVORIN CALCIUM 500 MG (1 NEW STRENGTH

NEW DOSAGE FORM
12/4/97 12/11/97 APPROVE 3/31/98A

GENSIA LABORATORIES, LTD
97 P-0502/CP2 INJECTABLE; INJECTILEUCOVORIN CALCIUM 300 MG (1 NEW STRENGTH

NEW DOSAGE FORM
12/8/97 12/11/97 APPROVE 3/31/98A

GENSIA SICOR PHARMACEUTICALS
99 P-0553/CP1 INJECTABLE; INJECTILEVOCARNITINE 200 MG/ML - 12.5 NEW STRENGTH

(TOTAL DRUG 
CONTENT)

3/16/99 3/23/99 APPROVE 9/16/99A
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ARENT, FOX, ET AL.
88 P-0037/CP GELLIDOCAINE GEL 5% NEW DOSAGE FORM1/29/88 9/6/88W

KROSS
87 P-0268/CP TABLETLOPERAMIDE HYDROCHLORIDE 2 NEW DOSAGE FORM8/10/87 10/6/87A

ROBINS AH
89 P-0080/CP TABLETLOPERAMIDE HYDROCHLORIDE 2 NEW DOSAGE FORM3/3/89 3/19/90W

QUANTUM PHARMICS
90 P-0010/CP CAPSULELOPERAMIDE HYDROCHLORIDE 1 NEW STRENGTH1/9/90 7/29/92W

ELLIS PHARM
93 P-0332/CP1 EFFERVESCENT TABLOPERAMIDE HYDROCHLORIDE 1 NEW DOSAGE FORM9/7/93 9/28/93 APPROVE 2/8/94A

WYETH
85 P-0515/CP TABLET (FAST-DISSOLORAZEPAM 0.5 MG, 1 MG OR 2 M NEW DOSAGE FORM3/31/85 2/25/86A

ROXANE
86 P-0291/CP ORAL SOLUTIONLORAZEPAM 2 MG/ML NEW DOSAGE FORM7/8/86 10/15/86A

ROXANE
86 P-0292/CP ORAL SOLUTIONLORAZEPAM 1 MG/5 ML NEW DOSAGE FORM7/9/86 10/15/86A

APPLIED LABS
87 P-0037/CP SOFT GELATIN CAPSLORAZEPAM 0.5 MG, 1 MG, 2 MG NEW DOSAGE FORM2/3/87 3/10/87A

ROXANE
94 P-0199/CP1 ORAL SOLUTIONLORAZEPAM 1 MG/10 ML NEW DOSAGE FORM5/27/94 6/13/94 APPROVE 2/7/95A
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RIM CONSULTING
88 P-0200/CP INJECTIONMAGNESIUM ASCORBATE 10% A NEW INGREDIENT5/23/88 DENY 6/10/88D

ABBOTT LABORATORIEW
97 P-0234/CP1 INJECTABLE; INJECTIMAGNESIUM SULFATE 50%, 5 ML NEW STRENGTH

(TOTAL DRUG 
CONTENT)

6/11/97 6/18/97 APPROVE 8/22/97A

CARNRICK
92 P-0452/CP1 TABLETMEDROXYPROGESTERONE ACE NEW STRENGTH11/13/92 11/16/93 APPROVE 8/7/95A

PITNEY, HARDIN, KIPP AND SZUCH
97 P-0155/CP1 TABLET; ORALMEFENAMIC ACID 250 MG NEW DOSAGE FORM4/15/97 4/23/97 APPROVE 4/22/97A

LACASSE
94 P-0329/CP1 TABLETMEFLOQUINE HYDROCHLORIDE NEW STRENGTH

NEW DOSAGE 
RECOMMENDATIONS

9/8/94 9/15/94 DENY 9/7/95D

QUANTUM PHARMICS
87 P-0108/CP TABLETMEGESTROL ACETATE 10 MG OR NEW STRENGTH3/26/87 3/9/89W

ROXANE
84 P-0175/CP ORAL SOLUTIONMEPERIDINE HYDROCHLORIDE 1 NEW STRENGTH5/14/84 6/7/85A

LYPHOMED
88 P-0008/CP INJECTIONMEPERIDINE HYDROCHLORIDE 1 NEW STRENGTH

TOTAL DRUG 
CONTENT

1/12/88 4/1/88A

ASTRA
88 P-0043/CP INJECTIONMEPERIDINE HYDROCHLORIDE 1 NEW STRENGTH

TOTAL DRUG 
CONTENT

2/4/88 4/1/88A
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ELKINS SINN
91 P-0031/CP1 INJECTIONMEPERIDINE HYDROCHLORIDE 1

50 ML VIAL

NEW STRENGTH
TOTAL DRUG 
CONTENT

1/30/91 10/23/92W

MALLINKRODT
95 P-0348/CP1 INJECTIONMEPERIDINE HYDROCHLORIDE 1 NEW STRENGTH

TOTAL DRUG 
CONTENT

10/25/95 10/30/95 APPROVE 3/8/96A

McKENNA & CUNEO
00P-1645/CP1 TABLET; ORALMERCAPTOPURINE 100 MG NEW STRENGTH11/30/00 P

DEY
85 P-0429/CP INHALATION SOLUTIOMETAPROTERENOL SULFATE 15 NEW STRENGTH9/6/85 2/28/86A

DEY
85 P-0429/CP2 INHALATION SOLUTIOMETAPROTERENOL SULFATE 10 NEW STRENGTH9/10/85 2/28/86A

ARMOUR
85 P-0509/CP INHALATION SOLUTIOMETAPROTERENOL SULFATE 10 NEW STRENGTH10/30/85 2/28/86A

ROXANE
83 P-0362/CP ORAL SOLUTIONMETHADONE HYDROCHLORIDE 2 NEW STRENGTH2/23/84 8/12/85W

LACHMAN CONSULTANT SERVICES
00 P-1308/CP1 TABLET; ORALMETHIMAZOLE 15 MG AND 20 MG NEW STRENGTH5/22/00 6/13/00 9/9/00A

BULL
87 P-0047/CP INJECTIONMETHOTREXATE 25 MG/ML NOT PETITIONABLE2/12/87 3/6/87W
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MCKENNA & CUNEO, L.L.P.
99 P-2078/CP1 FOR ORAL SOLUTIONMETHOTREXATE DISODIUM 2.5 M NEW DOSAGE FORM

NEW SALT
6/23/99 6/30/99 WITHDRAW 10/18/99W

LYPHOMED
85 P-0424/CP FOR INJECTIONMETHOTREXATE SODIUM 25 MG/ NEW STRENGTH9/4/85 2/3/87W

LYPHOMED
85 P-0424/CP2 INJECTIONMETHOTREXATE SODIUM 25 MG/ NEW STRENGTH

TOTAL DRUG 
CONTENT

9/4/85 2/3/87W

PITNEY, HARDIN, KIPP & SZUCH
97 P-0279/CP1 TABLETSMETHOTREXATE SODIUM 5 MG, 7 NEW STRENGTH7/7/97 APPROVE 8/22/97A

BIGMAR INC.
97 P-0400/CP1 INJECTABLE; INJECTIMETHOTREXATE SODIUM 25 MG/ NEW STRENGTH

TOTAL DRUG 
CONTENT

9/15/97 9/24/97 APPROVE 3/30/98A

BIGMAR INC.
98 P-0032/CP1 INJECTIONMETHOTREXATE SODIUM 25MG( NEW STRENGTH

TOTAL DRUG 
CONTENT

1/20/98 1/31/98 APPROVE 5/26/98A

MCKENNA & CUNEO, L.L.P.
99 P-2078/CP2 FOR ORAL SOLUTIONMETHOTREXATE SODIUM 2.5 MG/ NEW DOSAGE FORM10/18/99 10/27/99 3/29/00W

OLSON, FRANK, AND WEEDA, P.C.
96 P-0494/CP1 CAPSULE; ORALMETHOXSALEN 10 MG NOT PETITIONABLE12/18/96 1/2/97 WITHDRAW 3/31/98W

AMERICAN CRITICAL CARE
85 P-0404/CP INJECTIONMETHYLDOPATE HYDROCHLORI NEW STRENGTH

TOTAL DRUG 
CONTENT

8/19/85 10/25/85A

Page 58 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

KING AND SPALDING
86 P-0410/CP INJECTIONMETHYLDOPATE HYDROCHLORI NEW STRENGTH

TOTAL DRUG 
CONTENT

10/7/86 3/2/87W

KING AND SPALDING
86 P-0410/CP2 INJECTIONMETHYLDOPATE HYDROCHLORI

DEXTROSE 5%, 100 ML

NEW STRENGTH
NEW CONCENTRATION

1/8/87 3/10/87A

KING AND SPALDING
86 P-0410/CP3 INJECTIONMETHYLDOPATE HYDROCHLORI

DEXTROSE 5%, 100 ML

NEW STRENGTH
NEW CONCENTRATION

1/8/87 3/10/87A

MD PHARM
92 P-0400/CP 1 EXTENDED-RELEASE METHYLPHENIDATE HYDROCHL NEW STRENGTH10/20/92 3/22/93A

LACHMAN CONSULTANT SERVICES
99 P-1416/CP1 SOLUTION; ORALMETHYLPHENIDATE HYDROCHL

10 MG/5 ML

NEW DOSAGE FORM5/18/99 5/25/99 DENY 2/29/00D

LACHMAN CONSULTANT SERVICES
99 P-1417/CP1 TABLET; CHEWABLEMETHYLPHENIDATE HYDROCHL NEW DOSAGE FORM5/18/99 5/25/99 DENY 2/29/00D

LACHMAN CONSULTANT SERVICES
99 P-1418/CP1 TABLET; ORALMETHYLPHENIDATE HYDROCHL NEW STRENGTH

NEW DOSAGE FORM
5/18/99 5/25/99 DENY 2/29/00D

DURA PHARMACEUTICALS
94 P-0432/CP1 TABLET; CHEWABLEMETHYLPREDNISOLONE 16 MG

24 MG
32 MG

NEW DOSAGE FORM12/2/94 12/6/94 APPROVE 8/7/95A

RICHARD HAMER ASSOCIATES, INC.

98 P-0911/CP1 TABLET; SUBLINGUALMETHYLPREDNISOLONE 4 MG & NEW ROUTE OF 
ADMINISTRATION

10/15/98 10/21/98 DENY 6/14/99D
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STAR PHARMS
85 P-0067/CP CAPSULEMETHYLTESTOSTERONE 25 MG NEW DOSAGE FORM2/6/85 8/23/85A

ICN
93 P-0459/CP1 CAPSULEMETHYLTESTOSTERONE 25 MG NEW DOSAGE FORM11/30/93 12/8/93 APPROVE 6/8/94A

MARK W. LOTZ
85 P-0062/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/29/85D

MARK W. LOTZ
85 P-0062/CP2 INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
2/6/85 5/29/85D

PURDUE FREDERICK
85 P-0264/CP EXTENDED-RELEASE METOCLOPRAMIDE HYDROCHLO NEW DOSAGE FORM

NEW STRENGTH
5/29/85 9/24/86W

PURDUE FREDERICK
85 P-0264/CP2 EXTENDED-RELEASE METOCLOPRAMIDE HYDROCHLO NEW DOSAGE FORM

NEW STRENGTH
8/13/85 9/24/86W

PURDUE FREDERICK
85 P-0264/CP3 EXTENDED-RELEASE METOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW DOSAGE FORM
8/27/85 9/24/86W

ABBOTT
85 P-0457/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
9/23/85 4/18/86D

ABBOTT
85 P-0457/CP2 INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
9/23/85 4/18/86D

QUAD
85 P-0540/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

TOTAL DRUG 
CONTENT

11/22/85 2/28/86A
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LYPHOMED
85 P-0545/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

TOTAL DRUG 
CONTENT

11/29/85 2/28/86A

INTL MEDICATION
86 P-0015/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
1/8/86 4/25/86D

AMERICAN CRITICAL CARE
86 P-0036/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH1/22/86 3/18/86A

INTL MEDICATION
87 P-0090/CP INJECTIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH

NEW CONCENTRATION
3/13/87 2/8/88D

ROXANE
88 P-0164/CP ORAL SOLTUIONMETOCLOPRAMIDE HYDROCHLO NEW STRENGTH4/27/88 6/28/88A

VLI
85 P-0117/CP VAGINAL SPONGEMETRONIDAZOLE 50-125MG NEW DOSAGE FORM3/7/85 10/8/85D

RNB PHARMACEUTICAL COMPANY
95 P-0328/CP1 LOTION; TOPICALMETRONIDAZOLE 0.75% NEW DOSAGE FORM10/3/95 10/10/95 APPROVE 2/23/96A

APKON LABS
85 P-0258/CP ORAL SUSPENSIONMETRONIDAZOLE BENZOYL 200 NEW INGREDIENT5/23/85 3/19/86D

ORTHO
84 P-0398/CP VAGINAL CREAMMICONAZOLE NITRATE 4% NEW STRENGTH11/29/84 3/31/86A

LACHMAN CONSULTANT SERVICES
98 P-0042/CP1 CAPSULE; ORALMINOCYCLINE HYDROCHLORIDE NEW STRENGTH1/23/98 1/30/98 APPROVE 5/26/98A
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PITNEY,HARDIN,KIPP,& SZUCH
98 P-0213/CP1 TABLET; ORALMINOCYCLINE HYDROCHLORIDE NEW STRENGTH4/6/98 4/10/98 APPROVE 11/30/98A

CENTER FOR REGULATORY SERVICES
89 P-0209/CP ORAL SUSPENSIONMORPHINE POLISTIREX 30 MG/5 NEW DOSAGE FORM

NEW INGREDIENT
NEW USE

6/21/89 7/19/89W

ASTRA
87 P-0106/CP INJECTIONMORPHINE SULFATE 0.5 MG/ML O NEW STRENGTH

TOTAL DRUG 
CONTENT

3/26/87 7/15/87A

SURVIVAL TECH
89 P-0049/CP INJECTIONMORPHINE SULFATE 15 MG/ML NEW STRENGTH

NEW ROUTE OF 
ADMINISTRATION

2/13/89 5/8/89W

OXFORD RES INTL
89 P-0071/CP EXTENDED-RELEASE MORPHINE SULFATE 30 MG NEW DOSAGE FORM2/24/89 5/10/89A

ETHYPHARM
93 P-0446/CP1 EXTENDED-RELEASE MORPHINE SULFATE 15MG,60MG, NEW DOSAGE FORM

NEW STRENGTH
11/18/93 12/20/93 APPROVE 6/8/94A

INTL MEDICATION
94 P-0231/CP1 INJECTIONMORPHINE SULFATE 50 MG/ML NEW STRENGTH

NEW CONCENTRATION
6/22/94 6/23/94 8/5/94W

ETHYPHARM
97 P-0225/CP1 CAPSULE, EXTENDEDMORPHINE SULFATE 200 MG NEW DOSAGE FORM6/6/97 9/10/97 APPROVE 4/14/00A

PHARMAQUEST

95 P-0213/CP1 INJECTABLE; INJECTIMULTIVITAMIN NEW ROUTE OF 
ADMINISTRATION
NEW COMBINATION

7/14/95 7/20/95 WITHDRAWAL 8/15/95W

Page 62 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

STERLING WINTHROP
92 P-0224/CP INJECTIONNALBUPHINE HYDROCHLORIDE 1 NEW STRENGTH

NEW CONCENTRATION
5/21/92 9/11/92A

AMERICAN CRITICAL CARE
86 P-0079/CP INJECTIONNALOXONE HYDROCHLORIDE 1 NEW STRENGTH

TOTAL DRUG 
CONTENT

2/18/86 5/7/86A

LACHMAN CONSULTANT SERVICES
99 P-4775/CP1 TABLET; ORALNALTREXONE HYDROCHLORIDE NEW STRENGTH11/3/99 11/10/99 APPROVE 4/13/00A

KROSS
90 P-0307/CP1 POWDERNIACIN 500 MG NEW DOSAGE FORM9/19/90 1/23/91W

PF MEDICAMENT
84 P-0439/CP PASTENICOMETHANOL HYDROFLUORID NEW INGREDIENT12/24/84 11/6/85W

FOLEY AND LARDNER
93 P-0056/CP1 ROLL-ON OR SPRAYNICOTINE 0.75 MG/APPLICATION NEW DOSAGE FORM

NEW STRENGTH
2/16/93 DENY 3/31/94W

SAVAGE
93 P-0414/CP1 LOLLIPOPNICOTINE POLACRILEX 2 MG NEW DOSAGE FORM10/28/93 10/30/93 DENY 5/2/95D

PAR
87 P-0340/CP TABLETNIFEDIPINE 10 MG OR 20 MG NEW DOSAGE FORM10/6/87 12/11/87A

KROSS
87 P-0389/CP TABLETNIFEDIPINE 10 MG OR 20 MG NEW DOSAGE FORM11/30/87 12/7/87W

MARTEC
88 P-0072/CP CAPSULENIFEDIPINE 20 MG NEW DOSAGE FORM2/26/88 2/10/92W
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MARTEC
88 P-0072/CP2 CAPSULENIFEDIPINE 10 MG NEW DOSAGE FORM2/26/88 2/10/92W

KV
90 P-0436/CP1 EXTENDED-RELEASE NIFEDIPINE 30 MG, 60 MG, 90 MG NEW DOSAGE FORM12/13/90 10/23/91A

KV PHARMACEUTICAL
95 P-0326/CP1 CAPSULE, EXTENDEDNIFEDIPINE 30 MG, 60 MG, 90 MG NEW DOSAGE FORM9/26/95 10/2/95 APPROVE 2/23/96A

KELLER AND HECKMAN, LLP
97 P-0334/CP1 TABLET; EXTENDED-NIFEDIPINE 30 MG, 60 MG, 90 MG NOT PETITIONABLE8/4/97 8/11/97 WITHDRAW 3/31/98W

MARTEC
88 P-0077/CP CAPSULENITROFURANTOIN MACRO 25 MG NOT PETITIONABLE2/29/88 3/18/88W

MARTEC
88 P-0077/CP2 CAPSULENITROFURANTOIN MACRO 50 MG NOT PETITIONABLE2/29/88 3/18/88W

MARTEC
88 P-0077/CP3 CAPSULENITROFURANTOIN MACRO 100 M NOT PETITIONABLE2/29/88 3/18/88W

FOREST PHARMS
84 P-0177/CP BUCCAL CONTROLLENITROGLYCERIN 10 MG NEW STRENGTH5/14/84 12/17/84D

KEY PHARMS
84 P-0302/CP TRANSDERMAL PATCNITROGLYCERIN NEW DOSAGE FORM8/24/84 7/19/85D

MARION
85 P-0134/CP INJECTIONNITROGLYCERIN 10 MG/ML NEW STRENGTH

NEW CONCENTRATION
3/26/85 9/19/85A

Page 64 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

LYPHOMED
86 P-0025/CP INJECTIONNITROGLYCERIN 5 MG/ML - 20 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

1/14/86 4/2/86A

ABBOTT
86 P-0099/CP INJECTIONNITROGLYCERIN 100 MCG/ML

DEXTROSE 5%, 250 ML

NEW STRENGTH
NEW CONCENTRATION

2/28/86 4/1/86A

ABBOTT
86 P-0099/CP2 INJECTIONNITROGLYCERIN 200 MCG/ML

DEXTROSE 5%, 250 ML

NEW STRENGTH
NEW CONCENTRATION

2/28/86 4/1/86A

ABBOTT
86 P-0099/CP3 INJECTIONNITROGLYCERIN 400 MCG/ML

DEXTROSE 5%, 500 ML

NEW STRENGTH
NEW CONCENTRATION

2/28/86 4/1/86A

ABBOTT
86 P-0099/CP4 INJECTIONNITROGLYCERIN 500 MCG/ML

DEXTROSE 5%, 100 ML

NEW STRENGTH
NEW CONCENTRATION

2/28/86 2/2/87A

FOREST PHARMS
87 P-0184/CP OINTMENTNITROGLYCERIN 4% NEW STRENGTH5/20/87 9/15/87A

LYPHOMED
89 P-0422/CP INJECTIONNITROGLYCERIN 50 and 200 mcg/

DEXTROSE 5%

NEW STRENGTH
NEW CONCENTRATION

10/2/89 4/20/90A

ABBOTT
91 P-0387/CP INJECTIONNITROGLYCERIN 100 MCG/ML IN

DEXTROSE 5%, 50 ML OR 100 ML

NEW STRENGTH
TOTAL DRUG 
CONTENT

9/25/91 2/18/92A

LACHMAN CONSULTANT SERVICES
00 P-1245/CP1 CAPSULE; ORALNIZATIDINE 75 MG NEW DOSAGE FORM4/11/00 4/16/00 P
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APOTHECON
94 P-0446/CP1 TABLET; ORALNORETHINDRONE 1 MG

2.5 MG

NEW STRENGTH
NEW INGREDIENT

12/14/94 12/20/94 DENY 9/7/95D

PADDOCK
90 P-0236/CP1 CAPSULENYSTATIN 500,000 U NEW DOSAGE FORM7/12/90 7/13/92W

JOHNSON & JOHNSON
85 P-0201/CP TOPICAL SHAMPOOOMADINE MDS 1.5% NEW COMBINATION5/1/85 10/8/85W

ANDRX PHARMACEUTICALS INC.
98 P-0225/CP1 TABLET; DELAYED REOMEPRAZOLE 10 MG, 20 MG NEW DOSAGE FORM4/9/98 4/14/98 Deny 9/16/99D

ANDRX PHARMACEUTICALS, INC.
99 P-1087/CP1 TABLET; DELAYED-REOMEPRAZOLE 40 MG NEW DOSAGE FORM4/23/99 APPROVE 4/18/00A

WYETH
85 P-0516/CP TABLETOXAZEPAM 15 MG OR 30 MG NEW DOSAGE FORM10/31/85 2/25/86A

CHELSEA
86 P-0181/CP CAPSULEOXAZEPAM 10 MG, 15 MG, 30 MG NEW DOSAGE FORM

NEW STRENGTH
4/22/86 6/5/86W

BARR
87 P-0157/CP CAPSULEOXAZEPAM 1O MG, 15 MG, 30 MG NEW DOSAGE FORM5/1/87 7/17/87A

ZENITH
87 P-0189/CP CAPSULEOXAZEPAM 10 MG, 15 MG, 30 MG NEW DOSAGE FORM5/28/87 7/17/87A

KING & SPALDING

99 P-5105/CP1 TABLET; ORALOXYCODONE HYDROCHLORIDE 9

OXYCODONE TEREPHTHALATE 
ACETAMINOPHEN 650 MG, AND 

NEW ACTIVE 
INGREDIENT
NEW STRENGTH

11/23/99 3/10/00 P
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ABBOTT LABORATORIES
95 P-0360/CP INJECTABLE;INJECTIPACLITAXEL 100 MG/16.7 ML

200 MG/33.3 ML

300 MG/50 ML

NEW STRENGTH
TOTAL DRUG 
CONTENT

11/1/95 11/7/95 APPROVE 4/29/96A

FUJISAWA USA, INC.
97 P-0058/CP1 INJECTABLE; INJECTIPACLITAXEL 150 MG/25 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

2/18/97 2/25/97 APPROVE 6/10/97A

GENSIA LABORATORIES INC.
97 P-0245/CP1 INJECTABLE; INJECTIPACLITAXEL 210 MG (6 MG/ML)

450 MG (6 MG/ML)

NEW STRENGTH
TOTAL DRUG 
CONTENT

6/17/98 6/24/98 APPROVE 3/30/98A

MITCHALL G. CLARK
00 P-0091/CP1 INJECTIONPAMIDRONATE DISODIUM 3MG/M

9MG/ML - 10 ML VIALS

NEW DOSAGE FORM1/4/00 1/12/00 APPROVE 4/18/00A

MITCHELL G. CLARK
99 P-1653/CP1 INJECTIONPAMIDRONATE DISODIUM 3 MG/M

9 MG/ML, 10 ML

NEW DOSAGE FORM5/25/99 9/29/99 WITHDRAW 10/14/99W

FAULDING PHARMACEUTICAL CO.
99 P-2252/CP1 INJECTIONPAMIDRONATE DISODIUM 3mg/m

6mg/mL - 10 mL
9 mg/mL - 10 mL

NEW DOSAGE FORM7/9/99 7/16/99 APPROVE 4/18/00A

FAULDING PHARMACEUTICAL CO.
98 P-1225/CP1 INJECTABLE; INJECTIPAMIDRONATE SODIUM 3MG/ML, NOT PETITIONABLE

(NEW SALT)
12/22/99 1/29/99 WITHDRAWN 1/29/99W

LYPHOMED
91 P-0006/CP INJECTIONPANCURONIUM BROMIDE 0.1 MG/ NEW STRENGTH

NEW CONCENTRATION
1/8/91 10/28/91A

ASTRA
89 P-0435/CP INJECTIONPENTAMIDINE ISETHIONATE 100 NEW DOSAGE FORM10/11/89 1/18/90A
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ABBOTT
90 P-0023 INJECTIONPENTAMIDINE ISOTHIONATE 100 NEW DOSAGE FORM12/18/89 2/15/90W

KV PHARMACEUTICAL COMPANY
96 P-0079/CP1 EXTENDED-RELEASE PENTOXYFYLLINE 400 MG NEW DOSAGE FORM3/5/96 3/12/96 APPROVE 8/13/96A

AMIDE
90 P-0301/CP1 TABLETPHENAZOPYRIDINE 100 MG OR 2 NEW DOSAGE FORM9/11/90 WITHDRAW 4/18/95W

DUNHALL
90 P-0070/CP CAPSULEPHENDIMETRAZINE BITARTRATE NEW DOSAGE FORM2/15/90 2/22/90W

TANYA W ROSS
85 P-0205/CP NASAL SUSPENSIONPHENYLEPHRINE HYDROCHLORI

SULFATHIAZOLE 5%

NEW COMBINATION
NEW DOSAGE FORM

5/7/85 11/14/85D

BIO AMERICAN
88 P-0265/CP PATCHPHENYLPROPANOLAMINE HYDR NEW DOSAGE FORM

NEW STRENGTH
NEW INDICATION

7/12/88 10/7/88D

LACHMAN CONSULTANT SERVICES
00P-1462/CP1 CAPSULE, EXTENDEDPHENYTOIN SODIUM 200 MG, 300 CHANGE IN STRENGTH8/17/00 P

LYPHOMED
87 P-0367/CP FOR INJECTIONPHENYTOIN SODIUM 100 MG; 250 NEW DOSAGE FORM11/2/87 2/16/88A

CIBAVISION
93 P-0336/CP1 GEL FORMING OPHTAPILOCARPINE HYDROCHLORIDE NEW STRENGTH

NEW DOSAGE FORM
9/16/93 10/1/93 DENY 2/1/94W

PFIZER
90 P-0062/CP TABLET (FAST DISOLPIROXICAM 10 MG OR 20 MG NEW DOSAGE FORM2/14/90 7/18/90W
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GUIDELINES
88 P-0419/CP POWDER FOR ORAL POLYETHYLENE GLYCOL 3350 59 NEW STRENGTH

TOTAL DRUG 
CONTENT

12/9/88 3/1/89A

KV PHARMACEUTICAL
96 P-0018/CP1 EXTENDED-RELEASE POTASSIUM CHLORIDE 20 mEq NEW DOSAGE FORM1/24/96 2/20/96 APPROVE/WITHD 8/19/96A

KV PHARMACEUTICAL COMPANY
96 P-0054/CP1 FOR ORAL SUSPENSIPOTASSIUM CHLORIDE 10 mEq NEW DOSAGE FORM1/24/96 2/28/96 APPROVE/WITHD 8/19/96A

R&R REGISTRATIONS
00P-1574/CP1 TABLET; ORALPOTASSIUM IODIDE 65 MG CHANGE IN STRENGTH10/20/00 P

CALGON
87 P-0080/CP TOPICAL SOLUTIONPOVIDONE IODINE 0.5% NEW STRENGTH3/9/87 5/13/87W

WE PHARMS
92 P-0439/CP1 SYRUPPREDNISLONE 10 MG/5 ML NEW STRENGTH11/9/92 5/20/93A

MURO
83 P-0419/CP SYRUPPREDNISOLONE 15 MG/5 ML NEW DOSAGE FORM12/12/83 12/17/84A

MURO
86 P-0399/CP SYRUPPREDNISOLONE 5 MG/5 ML NEW STRENGTH9/29/86 12/8/86A

WE PHARMS
93 P-0492/CP1 LIQUIDPREDNISOLONE 15 MG/5 ML NEW DOSAGE FORM12/30/93 1/10/94 1/12/94W

FISONS
87 P-0235/CP ORAL SOLUTIONPREDNISOLONE SODIUM PHOSP NEW STRENGTH7/14/87 11/4/87A
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PAN AM PHARMS
88 P-0235/CP ORAL SOLUTIONPREDNISOLONE SODIUM PHOSP NEW STRENGTH6/30/88 8/24/88A

WE PHARMACEUTICALS, INC.
96 P-0498/CP1 TABLET; CHEWABLEPREDNISOLONE SODIUM PHOSP NEW DOSAGE FORM12/27/96 1/6/97 4/5/00W

WE PHARMACEUTICALS, INC.
96 P-0499/CP1 LIQUID; ORALPREDNISOLONE SODIUM PHOSP NEW STRENGTH12/17/96 1/14/97 WITHDRAW 4/5/00W

BAY LABORATORIES
83 P-0402/CP SYRUPPREDNISONE 20 MG/5 ML NEW STRENGTH11/30/83 12/17/84A

BAY LABORATORIES
86 P-0117/CP2 ORAL SUSPENSIONPREDNISONE 5 MG/5 ML NEW DOSAGE FORM3/7/86 2/15/94W

HI MEDICS
87 P-0411/CP PELLITIZEDPREDNISONE 900 MG NEW DOSAGE FORM12/28/87 3/7/88W

ASCHER
88 P-0391/CP CAPSULEPREDNISONE 1,2.5,5,10,20,25,50 NEW DOSAGE FORM11/18/88 3/1/89A

WE PHARMS
92 P-0336/CP1 CHEWABLE TABLETPREDNISONE 5 MG OR 10 MG NEW DOSAGE FORM8/24/92 APPROVE 11/10/93A

DURA PHARMS
93 P-0333/CP1 CHEWABLE TABLETPREDNISONE 1,2.5,20,50 MG NEW DOSAGE FORM9/7/93 9/10/93 APPROVE 6/8/94A

MERRELL DOW
85 P-0337/CP TABLETPROBUCOL 500 MG NEW STRENGTH7/19/85 10/25/85A
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KEY PHARMS
85 P-0125/CP CONTROLLED-RELEAPROCAINAMIDE HYDROCHLORID NEW STRENGTH3/15/85 9/19/85A

FOREST PHARMS
85 P-0181/CP CONTROLLED-RELEAPROCAINAMIDE HYDROCHLORID NEW DOSAGE FORM4/16/85 4/21/87D

KV
86 P-0328/CP CONTROLLED-RELEAPROCAINAMIDE HYDROCHLORID NEW DOSAGE FORM7/25/86 4/21/87D

CYCLIN
86 P-0453/CP SUPPOSITORYPROGESTERONE 24 G/120 ML NEW STRENGTH

NEW ROUTE OF 
ADMINISTRATION

11/6/86 12/19/86W

LYPHOMED
87 P-0087/CP INJECTIONPROMETHAZINE HYDROCHLORID NEW STRENGTH

TOTAL DRUG 
CONTENT

3/11/87 5/1/87A

LYPHOMED
87 P-0087/CP2 INJECTIONPROMETHAZINE HYDROCHLORID NEW STRENGTH3/11/87 5/1/87A

KLEINFELD, KAPLAN & BECKER
88 P-0035/CP SUPPOSITORYPROMETHAZINE HYDROCHLORID NEW STRENGTH1/29/88 6/2/88W

GENSIA SICOR
00 P-1289/CP1 INJECTIONPROPOFOL 100 MG/10 ML (1%) NEW STRENGTH

TOTAL DRUG 
CONTENT

5/9/00 5/12/00 9/9/00A

GENSIA SICOR PHARMACEUTICALS
00P-1471/CP1 INJECTIONPROPOFOL 2%:20MG/ML:10ML,50 NEW STRENGTH8/23/00 P
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GENSIASICOR PHARMACEUTICALS
98 P-0069/CP1 INJECTABLE; INJECTIPROPOFOL 20 ML NOT PETITIONABLE2/9/98 2/17/98 WITHDRAW 2/20/98W

ARNALL, GOLDEN & GREGORY
00P-1551/CP1 TABLET; ORALPROPOXYPHENE NAPSYLATE 50 

ACETAMINOPHEN 500 MG

CHANGE IN STRENGTH10/2/00 APPROVE 1/16/01A

ARNALL, GOLDEN & GREGORY
00P-1551/CP2 TABLET; ORALPROPOXYPHENE NAPSYLATE 100

ACETAMINOPHEN 500 MG

CHANGE IN STRENGTH10/2/00 APPROVE 1/16/01A

ROXANE
85 P-0073/CP ORAL SOLUTIONPROPRANOLOL HYDROCHLORID NEW DOSAGE FORM2/7/85 7/8/85A

ROXANE
85 P-0073/CP2 ORAL SOLUTIONPROPRANOLOL HYDROCHLORID NEW DOSAGE FORM2/8/85 7/19/85A

ROXANE
85 P-0073/CP3 ORAL SOLUTIONPROPRANOLOL HYDROCHLORID NEW DOSAGE FORM4/18/85 9/24/85A

VEREX
85 P-0129/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW DOSAGE FORM3/21/85 9/25/85A

FOREST PHARMS
85 P-0197/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW DOSAGE FORM4/26/85 9/27/85A

WYETH AYERST
85 P-0537/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW STRENGTH

NEW DOSAGE FORM
11/19/85 12/16/88W

NUTRIPHARM LABS
86 P-0045/CP CAPSULEPROPRANOLOL HYDROCHLORID NEW DOSAGE FORM1/29/86 3/19/86A
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MARTEC
86 P-0091/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW STRENGTH2/24/86 2/6/89W

ELAN
86 P-0112/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW DOSAGE FORM3/6/86 WITHDRAW 4/11/95W

LANDSMAN
86 P-0129/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW DOSAGE FORM3/17/86 12/21/88W

BURDITT, BOWLES, ET. AL.
87 P-0399/CP ORAL SOLUTIONPROPRANOLOL HYDROCHLORID

HYDROCHLOROTHIAZIDE 25 

NEW DOSAGE FORM12/8/87 2/16/88A

ELAN
88 P-0042/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW STRENGTH2/3/88 6/20/88W

TRIMEL
90 P-0294/CP EXTENDED-RELEASE PROPRANOLOL HYDROCHLORID NEW DOSAGE FORM9/16/90 6/28/91W

FLEMINGTON
92 P-0332/CP1 EFFERVESCENT TABPROPRANOLOL HYDROCHLORID NEW DOSAGE FORM5/22/92 11/25/92A

FLEMINGTON
93 P-0049/CP1 EFFERVESCENT TABPROPRANOLOL HYDROCHLORID NEW STRENGTH

NEW DOSAGE FORM
2/3/93 9/1/93A

FERRING
90 P-0214/CP INJECTIONPROTIRELIN 0.2 MG/ML NEW STRENGTH

NEW CONCENTRATION
6/21/90 12/21/90A

ALZA
86 P-0425/CP CONTROLLED-RELEAPSEUDOEPHEDRINE HYDROCHL NEW DOSAGE FORM

NEW STRENGTH
10/16/86 8/7/87W
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HLTH PLCY NTWK
87 P-0297/CP EXTENDED-RELEASE PSEUDOEPHEDRINE HYDROCHL NEW DOSAGE FORM8/28/87 11/3/87A

BURROUGHS WELLCOME
89 P-0044/CP EXTENDED-RELEASE PSEUDOEPHEDRINE HYDROCHL NEW DOSAGE FORM2/8/89 2/28/89W

EURAND AMERICA, INC.
94 P-0382/CP1 CAPSULE, EXTENDEDPSEUDOEPHEDRINE HYDROCHL NEW DOSAGE FORM10/20/94 10/26/94 WITHDRAW 8/7/95W

PENNWALT
85 P-0334/CP EXTENDED-RELEASE PSEUDOEPHEDRINE POLISTIREX NEW INGREDIENT7/16/85 3/19/86D

KALI DUPHAR
85 P-0412/CP TABLETPYRIDOSTIGMINE BROMIDE 30 M NEW STRENGTH8/23/85 1/22/86A

KEY PHARMS
85 P-0052/CP EXTENDED-RELEASE QUINIDINE BISULFATE 250 MG NEW INGREDIENT1/31/85 4/1/86W

FOREST PHARMS
87 P-0276/CP EXTENDED-RELEASE QUINIDINE GLUCONATE 648 MG NEW STRENGTH8/18/87 11/22/88A

ROBINS
85 P-0100/CP CAPSULEQUINIDINE SULFATE 200, 300, OR NEW DOSAGE FORM

NEW ROUTE OF 
ADMNISTRATION

2/20/85 3/24/87W

ROBINS
85 P-0100/CP CAPSULEQUINIDINE SULFATE 200, 300, 400 NEW DOSAGE FORM

NEW ROUTE OF 
ADMINISTRATION

2/20/85 3/24/87W
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ROBINS AH
87 P-0307/CP TABLETQUINIDINE SULFATE 200 MG OR 4 NEW STRENGTH9/9/87 10/9/87W

ROBINS AH
88 P-0277/CP EXTENDED-RELEASE QUINIDINE SULFATE 300 MG NEW DOSAGE FORM7/22/88 12/13/88A

THOMAS BLAKE, R.PH.
97 P-0372/CP1 TABLET; ORAL; EFFERANITIDINE 37.5 MG NEW STRENGTH

NEW DOSAGE FORM
9/15/97 9/22/97 5/18/98W

THOMAS BLAKE, R.PH.
97 P-0402/CP1 TABLET; ORALRANITIDINE 75 MG NEW DOSAGE FORM9/15/97 9/22/97 5/20/98W

ABBOTT
86 P-0100/CP INJECTIONRITODRINE HYDROCHLORIDE 0.3

DEXTROSE 5%, 500 ML

NEW STRENGTH
NEW CONCENTRATION

2/28/86 5/7/86A

CIBA GEIGY
85 P-0168/CP TRANSDERMAL PATCSCOPOLAMINE 1 MG NEW STRENGTH4/10/85 9/27/85A

PHARMAVENE, INC.
94 P-0387/CP1 TABLET; EXTENDED-SELEGILINE HYDROCHLORIDE 10 NEW DOSAGE FORM

NEW STRENGTH
10/24/94 10/31/94 DENY 5/8/95D

LACHMAN CONSULTANT SERVICES
00P-1468/CP1 CAPSULE; ORALSERTRALINE HYDROCHLORIDE 2 NEW DOSAGE FORM8/22/00 8/25/00 P

SAGE PHARMACEUTICALS
97 P-0278/CP1 SPRAY; TOPICALSILVER SULFADIAZINE 1% NEW DOSAGE FORM7/7/97 7/11/97 WITHDRAW 10/13/97W

SAGE PHARMACEUTICALS
97 P-0493/CP1 SPRAY; TOPICALSILVER SULFADIAZINE 1% NEW DOSAGE FORM11/28/97 12/3/97 APPROVE 12/3/98A
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ARENT, FOX , ET AL
87 P-0051/CP GAUZESILVER SULFADIZINE 1% NEW DOSAGE FORM2/18/87 4/16/87W

LYPHOMED
87 P-0391/CP INJECTIONSODIUM CHLORIDE 0.9%, 100 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

12/1/87 8/11/88A

FUJISAWA USA, INC.
95 P-0087/CP1 INJECTIONSODIUM CHLORIDE 0.9% NEW STRENGTH

TOTAL DRUG 
CONTENT

3/29/95 4/3/95 WITHDRAW 6/15/95W

ADVANCE
89 P-0218/CP SUPPOSITORYSODIUM FLUORIDE 25 MG NEW STRENGTH

NEW DOSAGE FORM
NEW USE

7/6/89 8/7/89W

MALLINCKRODT
86 P-0035/CP CAPSULESODIUM IODIDE I-123 200 MCI NEW STRENGTH1/22/86 4/3/86W

ABBOTT
87 P-0039/CP INJECTIONSODIUM NITROPRUSSIDE 25 MG/ NEW DOSAGE FORM2/4/87 3/10/87A

ABBOTT
90 P-0179/CP1 INJECTIONSODIUM NITROPRUSSIDE 0.5 MG/ NEW STRENGTH

NEW CONCENTRATION
5/11/90 12/21/90A

CAROLINA MEDCL
85 P-0510/CP SYRUPSPIRONOLACTONE 25 MG/5 ML NEW DOSAGE FORM10/30/85 1/22/86A

CAROLINA MEDCL
86 P-0055/CP ORAL SUSPENSIONSPIRONOLACTONE 25 MG/5 ML NEW DOSAGE FORM2/3/86 3/28/86A
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LYPHOMED
87 P-0392/CP INJECTIONSTERILE WATER 100 ML NEW STRENGTH

TOTAL DRUG 
CONTENT

12/1/87 8/11/88A

DURA
94 P-0186/CP1 CHEWABLE TABLETSULFAMETHOXAZOLE 200 MG

TRIMETHOPRIM 40 MG

NEW DOSAGE FORM5/19/94 5/24/94 APPROVE 1/19/95A

BAUSCH & LOMB
88 P-0133/CP OCULAR DISCSULFISOXAZOLE 6 MG NEW STRENGTH

NEW DOSAGE FORM
NEW ACTIVE 
INGREDIENT

3/30/88 4/26/88W

APPLIED ANALYTICAL INDUSTRIES
94 P-0115/CP1 ORAL SOLUTIONSULINDAC 150 OR 200 MG/5 ML NEW DOSAGE FORM3/23/94 3/25/94 DENY 6/3/94W

KROSS
92 P-0269/CP1 TABLETTAMOXIFEN CITRATE 20 MG NEW STRENGTH6/23/92 10/26/92A

CADEMA
89 P-0113/CP INJECTIONTECHNETIUM TC-99

PENTETATE PENTASODIUM 10 

STANNOUS CHLORIDE 0.55 MG

NEW STRENGTH
TOTAL DRUGA 
CONTENT

3/30/89 7/14/89A

ABARIS
91 P-0040/CP INJECTIONTECHNETIUM TC99 MEDRONATE NEW STRENGTH

TOTAL DRUG 
CONTENT

2/4/91 10/28/91A

WYETH
85 P-0016/CP SOFT GELATIN CAPSTEMAZEPAM 10 MG OR 20 MG NEW STRENGTH

NEW DOSAGE FORM
1/10/85 9/29/86D

SANDOZ
85 P-0137/CP SOFT GELATIN CAPSTEMAZEPAM 10 MG OR 20 MG NEW STRENGTH

NEW DOSAGE FORM
3/28/85 10/31/86W
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STERLING WINTHROP
92 P-0430/CP1 INJECTIONTERBUTALINE SULFATE 1 MG/ML, NEW STRENGTH

TOTAL DRUG 
CONTENT

11/5/92 3/18/93A

ARTHUR A. CHECCHI
91 P-0087/CP CAPSULETERFENADINE 60 MG NEW DOSAGE FORM3/7/91 10/28/91A

EURAND AMERICA
93 P-0367/CP1 EXTENDED-RELEASE TERFENADINE 60 MG

PSEUDOEPHEDRINE 120 MG

NEW DOSAGE FORM10/5/93 10/13/93 APPROVE 2/8/94A

DURA
94 P-0119/CP1 CHEWABLE TABLETTERFENADINE 60 MG NEW DOSAGE FORM3/28/94 4/4/94 DENY 8/23/95D

BRADLEY PHARMS
94 P-0238/CP1 EXTENDED-RELEASE TERFENADINE 60 MG

PSEUDOEPHEDRINE 120 MG

NEW DOSAGE FORM6/27/94 6/27/94 WITHDRAW 8/7/95W

FISONS
82 N- 0032/CP4 CAPSULE, EXTENDEDTHEOPHYLLINE 350 mg NEW STRENGTH

FISONS
82 N- 0032/CP5 CAPSULE, EXTENDEDTHEOPHYLLINE 75 mg NEW STRENGTH

KEY PHARMS
84 P-0293/CP EXTENDED-RELEASE THEOPHYLLINE 450 MG NEW STRENGTH8/22/84 3/4/85A

MEAD JOHNSON
85 P-0175/CP CAPSULETHEOPHYLLINE 150 MG OR 300 M NEW STRENGTH4/11/85 10/8/85A

PURDUE FREDERICK
85 P-0580/CP EXTENDED-RELEASE THEOPHYLLINE 600 MG NEW STRENGTH12/24/85 10/24/86A
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ELAN
86 P-0057/CP LONG-ACTING ORAL THEOPHYLLINE 100, 200, 300 MG/ NEW DOSAGE FORM2/5/86 10/22/86W

SEARLE
86 P-0471/CP CONTROLLED-RELEATHEOPHYLLINE 400 MG NEW STRENGTH11/20/86 12/11/86W

RIKER
88 P-0119/CP CONTROLLED-RELEATHEOPHYLLINE 450 MG NEW STRENGTH3/22/88 5/11/88A

SAVAGE
88 P-0226/CP EXTENDED-RELEASE THEOPHYLLINE 500 MG NEW STRENGTH6/10/88 8/25/88A

FLEMING
88 P-0301/CP ORAL SOLUTIONTHEOPHYLLINE 160 MG/15 ML NEW STRENGTH8/17/88 11/4/88A

RIKER
88 P-0409/CP ORAL SUSPENSIONTHEOPHYLLINE 100 MG/5 ML NEW DOSAGE FORM12/1/88 6/15/89W

SCI CONSULTING
89 P-0499/CP TABLETTHEOPHYLLINE 150 MG NEW STRENGTH11/22/89 5/3/90A

PURDUE FREDERICK
91 P-0209/CP EXTENDED-RELEASE THEOPHYLLINE 800 MG NEW STRENGTH5/31/91 12/10/91A

SEARLE
86 P-0471/CP2 CONTROLLED-RELEATHEOPHYLLINE (ANHYDROUS) 40 NEW STRENGTH12/31/86 3/10/87A

FLEMING
84 P-0336/CP SYRUPTHEOPHYLLINE ANHYDROUS 160 NEW STRENGTH9/28/84 5/2/85W

Page 79 of 85



Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

UDL
92 P-0283/CP1 ORAL SOLUTIONTHIORIDAZINE HYDROCHLORIDE NEW STRENGTH7/8/93 2/10/94 APPROVE 1/19/95A

GENSIA SICOR
00 P-0092/CP1 FOR INJECTIONTHIOTEPA, STERILE 30 MG/VIAL NEW STRENGTH

TOTAL DRUG 
CONTENT

1/5/00 APPROVE 6/14/00A

LYPHOMED
87 P-0382/CP INJECTIONTHIOTEPA, STERILE 15 MG NEW DOSAGE FORM11/18/87 5/12/88A

QUAD
88 P-0412/CP INJECTIONTHIOTEPA, STERILE 30 MG/VIAL

60 MG/VIAL

NEW STRENGTH
NEW DOSAGE FORM
TOTAL DRUG 
CONTENT

12/1/88 3/1/89A

ROXANE
86 P-0293/CP ORAL SOLUTIONTHIOTHIXENE 5 MG/5 ML NEW STRENGTH7/9/86 7/28/86W

ELLIS PHARM
86 P-0178/CP ORAL SOLUTIONTHIOTHIXENE HYDROCHLORIDE NEW STRENGTH4/21/86 6/4/86A

QUANTUM PHARMICS
90 P-0011/CP TABLETTOLMETIN SODIUM 400 MG NEW STRENGTH1/10/90 5/3/90A

ROXANE
87 P-0047/CP ORAL SOLUTIONTRAZADONE HYDROCHLORIDE 5 NEW DOSAGE FORM2/10/87 3/2/87W

HERBERT
90 P-0216/CP1 CREAMTRETINOIN 0.25%, 0.05%, 0.1% NEW INACTIVES6/26/90 11/28/90W
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GENDERM
85 P-0001/CP SUSPENSION; INJECTTRIAMCINOLONE ACETONIDE 2.5 NEW STRENGTH12/21/84 DENIED 3/4/85D

GENDERM
85 P-0001/PRC SUSPENSION; INJECTTRIAMCINOLONE ACETONIDE 2.5 NEW STRENGTH3/25/85 5/12/86W

CAROLINA MEDCL
86 P-0360/CP CREAM OR OINTMENTRIAMCINOLONE ACETONIDE 0.0 NEW STRENGTH8/27/86 10/15/86A

HAMER
87 P-0019/CP LOTIONTRIAMCINOLONE ACETONIDE 0.5 NEW STRENGTH1/15/87 9/11/87A

REGISTRATION SPECIALISTS
89 P-0424/CP PATCHTRIAMCINOLONE ACETONIDE 0.1 NEW DOSAGE FORM10/3/89 11/10/89W

PAR
87 P-0335/CP TABLETTRIAMTERENE 50 MG

HYDROCHLOROTHIAZIDE 25 MG

NEW DOSAGE FORM10/2/87 2/26/88A

BURDITT & RADZIUS
89 P-0152/CP1 ORAL SOLUTIONTRIAMTERENE 37.5 MG/5 ML

HYDROCHLOROTHIAZIDE 25 

NEW DOSAGE FORM4/27/89 8/7/92W

UPJOHN
90 P-0441/CP1 TABLET (FAST-DISSOTRIAZOLAM 0.125 MG OR 0.25 MG NEW DOSAGE FORM10/3/90 1/15/91W

ROXANE
92 P-0048/CP1 ORAL SOLUTIONTRIAZOLAM 0.25 MG/ML NEW DOSAGE FORM1/28/92 4/30/92W

ROXANE
92 P-0048/CP2 ORAL SOLUTIONTRIAZOLAM 0.125 MG/5 ML NEW DOSAGE FORM1/28/92 9/11/92A
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BAY LABORATORIES
84 P-0240/CP INJECTIONTRIMACINOLONE ACETONIDE 3 M NEW STRENGTH

NEW CONCENTRATION
1/19/84 3/4/85D

ROXANE
88 P-0163/CP ORAL SUSPENSIONTRIMETHOPRIM 50 MG/5 ML NEW DOSAGE FORM4/27/88 11/10/88W

ROXANE
88 P-0163/CP2 ORAL SUSPENSIONTRIMETHOPRIM 100 MG/5 ML NEW DOSAGE FORM5/4/88 11/10/88W

ASCENT PHARMS
92 P-0500/CP1 ORAL SOLUTIONTRIMETHOPRIM 25 MG/5 ML NEW DOSAGE FORM12/21/92 5/20/93A

BOCK PHARMACEUTICAL COMPANY
95 P-0345/CP1 SYRUP;ORALTRIPELENNAMINE HYDROCHLOR

DEXTROMETHORPHAN 

NEW COMBINATION10/24/95 10/31/95 3/23/00W

HLTH PLCY NTWK
87 P-0296/CP CONTROLLED-RELEATRIPROLIDINE HYDROCHLORIDE 

PSEUDOEPHEDRINE 

NEW DOSAGE FORM8/28/87 11/3/87A

GENSIA SICOR
98 P-0648/CP1 INJECTABLE; INJECTIUROKINASE 500,000 IU/VIAL NEW STRENGTH

(TOTAL DRUG 
CONTENT)

8/3/98 8/10/98 APPROVE 3/9/99A

LACHMAN CONSULTANT SERVICES

00P-1568/CP1 LIQUID; ORALURSODIOL 20 MG/ML CHANGE IN DOSAGE 
FORM

10/16/00 P

KROSS
93 P-0452/CP1 CAPSULEVALPROIC ACID 500 MG NEW STRENGTH11/23/93 11/23/93 APPROVE 12/19/94A
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ABBOTT LABORATORIES
97 P-0391/CP1 INJECTABLE; INJECTIVECURONIUM BROMIDE 4 MG NEW STRENGTH

TOTAL DRUG 
CONTENT

9/16/97 9/25/97 APPROVE 3/31/98A

VEREX
85 P-0045/CP CONSTANT-RELEASEVERAPAMIL HYDROCHLORIDE 25 NEW DOSAGE FORM1/28/85 3/20/86W

MY-K
87 P-0101/CP ORAL SOLUTIONVERAPAMIL HYDROCHLORIDE 40 NEW DOSAGE FORM

NEW STRENGTH
3/23/87 9/10/87A

SEARLE
87 P-0233/CP EXTENDED-RELEASE VERAPAMIL HYDROCHLORIDE 12 NEW STRENGTH

NEW DOSAGE FORM
7/10/87 2/26/88A

SCIENTIFIC CONSULTING
87 P-0405/CP EXTENDED-RELEASE VERAPAMIL HYDROCHLORIDE 24 NEW DOSAGE FORM12/18/87 1/27/88W

LEDERLE
89 P-0220/CP EXTENDED-RELEASE VERAPAMIL HYDROCHLORIDE 12 NEW STRENGTH7/6/89 1/11/90A

PIONEER PHARMS
89 P-0430/CP TABLETVERAPAMIL HYDROCHLORIDE 12 NEW STRENGTH10/6/89 12/1/89W

QUAD
86 P-0056/CP INJECTIONVINBLASTINE SULFATE 1 MG/ML NEW DOSAGE FORM2/3/86 3/28/86A

BULL
87 P-0109/CP INJECTIONVINBLASTINE SULFATE 1 MG/ML, NEW STRENGTH

NEW DOSAGE FORM
3/27/87 10/15/87W
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QUAD
87 P-0112/CP INJECTIONVINBLASTINE SULFATE 1 MG/ML, NEW DOSAGE FORM

NEW STRENGTH
TOTAL DRUG 
CONTENT

3/27/87 6/8/87A

LYPHOMED
87 P-0211/CP INJECTIONVINBLASTINE SULFATE 1 MG/ML, NEW STRENGTH

TOTAL DRUG 
CONTENT

6/18/87 7/28/87A

BRISTOL
85 P-0084/CP FOR INJECTIONVINCRISTINE SULFATE 2 MG NEW DOSAGE FORM2/13/85 11/8/85A

QUAD
87 P-0041/CP INJECTIONVINCRISTINE SULFATE 1 MG/ML

10 ML VIAL

NEW STRENGTH
TOTAL DRUG 
CONTENT

2/6/87 5/15/87W

LYPHOMED
87 P-0127/CP INJECTIONVINCRISTINE SULFATE 1 MG/ML

6 ML VIAL INJ.

NEW STRENGTH
TOTAL DRUG 
CONTENT

4/7/87 7/14/87W

LYPHOMED
87 P-0210/CP INJECTIONVINCRISTINE SULFATE 1 MG/ML, NEW STRENGTH

TOTAL DRUG 
CONTENT

6/18/87 7/28/87A

BEN VENUE
87 P-0220/CP INJECTIONVINCRISTINE SULFATE 1 MG/ML NOT PETITIONABLE6/23/87 6/30/87W

MEDI NUCLR
86 P-0041/CP GASXENON 133 150 OR 250 MCI/VIAL NEW STRENGTH

TOTAL DRUG 
CONTENT

1/28/86 10/15/86A

MEDI NUCLR
86 P-0342/CP INJECTIONXENON 133 60 MCI OR 150 MCI NEW STRENGTH

TOTAL DRUG 
CONTENT

8/7/86 9/11/87A
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Drug/Strength
Petition No/ 
Firm Dosage Form

Reason For 
PetitionFile Date Received Decision Status Status Date

JAYCO
88 P-0229/CP EFFERVESCENT POXYLOSE 25 G NEW DOSAGE FORM6/14/88 6/29/88W
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